THE  SECRETARY  OF  HEALTH  AND  HUMAN  SERVICES 
WASHINGTON.  D  C  20201 


JUN  3  0  I99T 


The  Honorable  Albert  Gore,  Jr 
President  of  the  Senate 
Washington,  D.C.  20510 


Dear  Mr.  President: 


I  am  respectfully  submitting  the  final  report  required  by  section  4202  of  the  Omnibus  Budget 
Reconciliation  Act  of  1990,  P.L.  101-508,  which  mandated  the  3-year  Staff-Assisted  Home 
Dialysis  Demonstration 

This  report,  (a)  provides  background  on  home  hemodialysis,  the  legislative  requirements  for  the 
demonstration,  and  the  research  approach,  (b)  describes  the  efforts  made  to  recmit  facilities 
willing  to  participate  and  identify  patients  who  could  meet  the  Congressionally-mandated 
ehgibihty  cntena;  and  (c)  presents  results  and  conclusions. 


BACKGROUND 


The  purpose  of  the  demonstration  was  to  determine  whether  the  services  of  home  hemodialysis 
staff  assistants  for  a  select  group  of  severely  disabled  End-Stage  Renal  Disease  (ESRD)  patients 
may  be  covered  under  the  Medicare  program  in  a  cost-effective  manner  that  ensures  patient 
safety. 

The  law  stipulated  that,  to  be  eligible  for  the  demonstration,  maintenance  hemodialysis  patients 
had  to  be  confined  to  a  bed  or  wheelchair,  have  a  serious  medical  condition  that  would  be 
exacerbated  bv  travel  to  a  dialysis  facility,  and  be  eligible  for  ambulance  transportation  to  dialvsis 
facilities.  The  law  also  specified  the  formula  that  was  to  be  used  in  setting  rates  for  home 
hemodialysis  aide  services  and  limited  the  demonstration  to  800  enrollees,  but  stipulated  that 
patients  receiving  the  experimental  services  during  the  demonstration  were  to  continue  to  receive 
the  services  after  the  demonstration  ended. 

Patients  began  receiving  services  in  May  1992,  and  enrollment  continued  for  2  years,  with  patients 
being  tracked  for  the  third  year. 

An  interim  report  was  submitted  to  Congress  on  January  15,  1993. 
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HIGHLIGHTS 

A  letter  of  solicitation  was  sent  to  all  2,137  maintenance  dialysis  facilities  in  January  1992  and 
more  than  half  responded: 

o   Half  of  the  respondent  facilities  indicated  they  were  not  interested  in  participating  in  the 
demonstration  because  patients  meeting  the  Congressionally-mandated  eligibility  criteria  were 
either  too  ill  to  be  dialyzed  at  home,  the  rates  were  too  low,  or  the  facility  would  not  be  able 
to  find  staff  qualified  to  provide  home  hemodialysis  aide  services  for  these  patients  The 
Congressionally-mandated  rate-setting  formula  for  rates  per  dialysis  session  for  aide  services 
was  area-specific,  but  averaged  about  $50.  This  was  paid  in  addition  to  the  regular  Medicare 
composite  rate  for  dialysis. 

0   A  third  of  the  respondent  facilities  indicated  they  were  interested  but  did  not  currently  have 
patients  who  would  meet  the  eligibility  criteria. 

o   Only  13  percent  (144  facilities)  indicated  they  were  interested  in  participating  and  had  eligible 
patients. 

By  the  end  of  the  2-year  enrollment  period,  only  38  facilities  with  91  patients  actually  participated 
in  the  demonstration.  Patients  were  randomly  assigned  to  an  experimental  group  or  to  a  control 
group.  However,  of  the  46  patients  who  were  assigned  to  the  experimental  group,  only  20 
patients  ever  received  Medicare-paid  home  hemodialysis  aide  services. 

Patients  had  to  be  withdrawn  fi-om  the  demonstration  because  they  became  too  ill  for  home 
hemodialysis,  were  admitted  to  nursing  homes,  or  died.  The  overall  mortality  rate  among 
demonstration  enrollees  was  78  percent  over  a  period  of  2  years  and  9  months.  By  contrast  to 
the  general  ESRD  population,  that  had  approximately  a  44  percent  mortality  rate  over  a 
comparable  period.  Although  the  numbers  are  too  small  for  meaningfiil  inferences,  patients  who 
received  aide  services  had  better  scores  on  quality  of  care  measures  and  a  lower  mortality  rate. 

Although  all  of  the  enrolled  patients  met  the  medical  necessity  criteria  for  ambulance  use,  less 
than  one-third  had  been  using  ambulances  to  travel  to  dialysis  facilities.  Some  of  the  explanation 
for  low  ambulance  utilization  is  that  most  patients  were  served  by  independent  dialysis  facilities, 
and  Medicare  only  covered  ambulance  use  to  hospital-based  dialysis  facilities. 
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It  is  noteworthy  that  90  percent  of  the  patients  in  this  demonstration  indicated  they  were  satisfied 
with  their  pre-demonstration  dialysis  arrangements. 

The  cost  of  the  home  aide  services  was  low  because  of  the  limited  duration  of  experimental 
services.  Of  the  20  experimental  patients  who  received  aide  services,  only  4  patients  were 
continuing  to  receive  these  services  as  of  December  1995. 

CONCLUSION 

The  eligibility  criteria  that  were  Congressionally-mandated  for  this  demonstration,  in  general, 
tended  to  characterize  patients  who  are  too  ill  for  home  hemodialysis.  As  a  result,  a  home 
hemodialysis  aide  is  not  likely  to  be  a  practical  alternative  for  most  patients  who  can  meet  the 
Congressionally-mandated  eligibility  criteria. 

The  estimated  cost  to  prepare  this  report  is  $40,000.  I  am  also  sending  a  copy  of  this  report  to 
the  Speaker  of  the  House  of  Representatives. 


Sincerely, 


Enclosure 


THE  SECRETARY  OF  HEALTH  AND  HUMAN  SERVICES 
WASHINGTON.  D  C  20101 


JUN  3  0  I99T 


The  Honorable  Newt  Gingrich 
Speaker  of  the  House 
of  Representatives 
Washington,  D  C.  20515 


Dear  Mr.  Speaker: 


I  am  respectfully  submitting  the  final  report  required  by  section  4202  of  the  Omnibus  Budget 
Reconcihation  Act  of  1990,  P.L.  101-508,  which  mandated  the  3-year  Staff-Assisted  Home 
Dialysis  Demonstration. 

This  report:  (a)  provides  background  on  home  hemodialysis,  the  legislative  requiremems  for  the 
demonstration,  and  the  research  approach;  (b)  describes  the  efforts  made  to  recruit  facilities 
wilhng  to  participate  and  identify  patients  who  could  meet  the  Congressionally-mandated 
eligibility  criteria,  and  (c)  presents  results  and  conclusions. 


BACKGROUND 


The  purpose  of  the  demonstration  was  to  determine  whether  the  services  of  home  hemodialysis 
staff  assistants  for  a  select  group  of  severely  disabled  End-Stage  Renal  Disease  (ESRD)  patients 
may  be  covered  under  the  Medicare  program  in  a  cost-effective  manner  that  ensures  patient 
safety. 

The  law  stipulated  that,  to  be  eligible  for  the  demonstration,  maintenance  hemodialysis  patients 
had  to  be  confined  to  a  bed  or  wheelchair,  have  a  serious  medical  condition  that  would  be 
exacerbated  by  travel  to  a  dialysis  facility,  and  be  eligible  for  ambulance  transportation  to  dialysis 
facilities.  The  law  also  specified  the  formula  that  was  to  be  used  in  setting  rates  for  home 
hemodialysis  aide  services  and  limited  the  demonstration  to  800  enrollees,  but  stipulated  that 
patients  receiving  the  experimental  services  during  the  demonstration  were  to  continue  to  receive 
the  services  after  the  demonstration  ended. 

Patients  began  receiving  services  in  May  1992,  and  enrollment  continued  for  2  years,  with  patients 
being  tracked  for  the  third  year. 

An  interim  report  was  submitted  to  Congress  on  January  15,  1993. 
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HIGHLIGHTS 

A  letter  of  sohcitation  was  sent  to  all  2,137  maintenance  dialysis  facilities  in  January  1992  and 
more  than  half  responded; 

o   Half  of  the  respondent  facilities  indicated  they  were  not  interested  in  participating  in  the 
demonstration  because  patients  meeting  the  Congressionally-mandated  eligibility  criteria  were 
either  too  ill  to  be  dialyzed  at  home,  the  rates  were  too  low,  or  the  facility  would  not  be  able 
to  find  staff  qualified  to  provide  home  hemodialysis  aide  services  for  these  patients.  The 
Congressionally-mandated  rate-setting  formula  for  rates  per  dialysis  session  for  aide  services 
was  area-specific,  but  averaged  about  $50.  This  was  paid  in  addition  to  the  regular  Medicare 
composite  rate  for  dialysis. 

0    A  third  of  the  respondent  facilities  indicated  they  were  interested  but  did  not  currently  have 
patients  who  would  meet  the  eligibility  criteria. 

o    Only  1 3  percent  ( 1 44  facilities)  indicated  they  were  interested  in  participating  and  had  eligible 
patients. 

By  the  end  of  the  2-year  enrollment  period,  only  38  facilities  with  91  patients  actually  participated 
in  the  demonstration.  Patients  were  randomly  assigned  to  an  experimental  group  or  to  a  control 
group.  However,  of  the  46  patients  who  were  assigned  to  the  experimental  group,  only 
20  patients  ever  received  Medicare-paid  home  hemodialysis  aide  services. 

Patients  had  to  be  withdrawn  fi-om  the  demonstration  because  they  became  too  ill  for  home 
hemodialysis,  were  admitted  to  nursing  homes,  or  died.  The  overall  mortality  rate  among 
demonstration  enrollees  was  78  percent  over  a  period  of  2  years  and  9  months.  By  contrast  to 
the  general  ESRD  population,  that  had  approximately  a  44  percent  mortality  rate  over  a 
comparable  period.  Although  the  numbers  are  too  small  for  meaningful  inferences,  patients  who 
received  aide  services  had  better  scores  on  quality  of  care  measures  and  a  lower  mortality  rate. 

Although  all  of  the  enrolled  patients  met  the  medical  necessity  criteria  for  ambulance  use,  less 
than  one-third  had  been  using  ambulances  to  travel  to  dialysis  facilities.  Some  of  the  explanation 
for  low  ambulance  utilization  is  that  most  patients  were  served  by  independent  dialysis  facilities, 
and  Medicare  only  covered  ambulance  use  to  hospital-based  dialysis  facilities. 
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It  is  noteworthy  that  90  percent  of  the  patients  in  this  demonstration  indicated  they  were  satisfied 
with  their  pre-demonstration  dialysis  arrangements. 

The  cost  of  the  home  aide  services  was  low  because  of  the  limited  duration  of  experimental 
services.  Of  the  20  experimental  patients  who  received  aide  services,  only  4  patients  were 
continuing  to  receive  these  services  as  of  December  1995, 

CONCLUSION 

The  eligibility  criteria  that  were  Congressionally-mandated  for  this  demonstration,  in  general, 
tended  to  characterize  patients  who  are  too  ill  for  home  hemodialysis.  As  a  result,  a  home 
hemodialysis  aide  is  not  likely  to  be  a  practical  alternative  for  most  patients  who  can  meet  the 
Congressionally-mandated  eligibility  criteria. 

The  estimated  cost  to  prepare  this  report  is  $40,000.  I  am  also  sending  a  copy  of  this  report  to 
the  President  of  the  Senate. 


Sincerely, 


Enclosure 
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STAFF-ASSISTED  HOME  DIALYSIS  DEMONSTRATION 


EXECLTIVE  SLMMARY 


Background 

Home  dialysis  offers  the  potential  to  enhance  the  quality  of  life  of  End-Stage  Renal 
Disease  (ESRD)  patients  and  is  generally  believed  to  be  cost-effective.  Most  home  dialysis 
treatment  is  peritoneal,  which  requires  neither  machine  nor  aide.  Patients  who  are  not 
appropriate  for  peritoneal  dialysis  require  hemodialysis.  Home  hemodialysis  requires  the 
installation  of  a  machine  in  the  home  and  someone  to  assist  with  each  dialysis  session.  At 
present,  home  hemodialysis  aide  services  are  not  a  Medicare-covered  benefit;  therefore,  home  ' 
hemodialysis  aides  are  usually  unpaid  family  members  or  friends  who  undergo  some  training 
for  this  task,  or  they  are  aides  paid  for  by  other  insurers.   Only  1.2  percent  of  ESRD  dialysis 
patients  were  using  home  hemodialysis  in  1993. 

Section  4202  of  the  Omnibus  Budget  Reconciliation  Act  (OBRA)  of  1990,  P.L.  101- 
508,  enacted  November  5,  1990,  mandated  a  3-year  demonstration  to  determine  whether  it 
would  be  safe  and  cost-effective  for  Medicare  to  cover  the  services  of  home  hemodialysis  aides 
or  assistants  for  a  very  specific  subset  of  disabled  ESRD  patients.  The  legislation  stipulated 
that  eligible  Medicare  ESRD  patients:  (1)  be  physician-certified  as  confined  to  a  bed  or 
wheelchair  and  unable  to  transfer  from  bed  to  chair;  (2)  have  a  serious  medical  condition  as 
specified  by  the  Secretary  of  Health  and  Human  Services  (the  Secretary)  that  would  be 
exacerbated  by  regular  travel  to  and  from  a  dialysis  facility;  (3)  be  eligible  for  ambulance 
transport  to  a  dialysis  facility  and  expected  to  use  such  services  for  at  least  6  months,  such  that 
the  ambulance  cost  would  be  expected  to  exceed  the  cost  of  a  home  aide;  (4)  have  no  family 
member  available  to  assist  with  home  dialysis;  and  (5)  not  be  residents  of  Skilled  Nursing 
Facilities  (SNFs). 

The  Health  Care  Financing  Administration  ( HCFA)  developed  the  Scope  of  Work  for  a 
contractor  to  assist  HCFA  with  the  implementation  and  evaluation  of  this  demonstration,  and 
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issued  a  Request  for  Proposal  in  February  1991.  In  June  1991.  an  award  was  made  to  Abt 
Associates  as  prime  contractor,  and  Urban  Institute  as  the  sub-contractor  to  Abt. 

In  May  of  1991,  HCFA  developed  the  payment  rates  for  home  aide  services  according 
to  the  Congressionally-mandated  formula,  which  yielded  a  per-session  mean  of  $48.42  for 
independent  facilities  and  $50.66  for  hospital-based  facilities.  This  payment  was  to  be  made  in 
addicion  to  the  routine  Medicare  composite  rate  payment  for  each  session. 

Demonstration  Implementation 

Abt  Associates  sent  informational  materials  regarding  the  demonstration  to  all 
2,137  dialysis  facilities  in  the  U.S.  in  January  1992,  asking  if  they  were  interested  in 
participating  in  the  demonstration  and  if  they  had  potentially  eligible  patients.  More  than  half  ■ 
responded  and,  of  the  respondents,  13  percent  indicated  they  were  interested  in  participating 
and  had  eligible  patients;  37  percent  were  interested  in  participating  but  did  not  have  eligible 
patients;  and  50  percent  were  not  interested  in  participating  in  the  demonstration. 

Of  the  facilities  that  were  not  interested  in  participating,  29  percent  indicated  that  their 
patients  meeting  the  Congressionally-mandated  eligibility  criteria  were  too  ill  to  be  dialyzed  at 
home;  29  percent  considered  the  payment  rate  to  be  too  low;  and  24  percent  noted  that  they 
would  be  unable  to  find  qualified  staff. 

All  of  the  interested  facilities  were  sent  application  materials,  whether  or  not  they  had 
current  patients  to  enroll.  Although  144  facilities  had  indicated  they  were  interested  in 
participating  and  might  have  eligible  patients,  ultimately  only  38  facilities  with  91  patients 
actually  participated  in  the  demonstration. 

Facilities  interested  in  participating  in  the  demonstration  tended  to  be  larger  and  had 
previous  experience  with  home  hemodialysis. 

Patients  determined  to  be  eligible  for  the  demonstration  were  randomized  to  an 
experimental  or  a  control  group,  with  the  control  group  receiving  whatever  dialysis  services 
would  have  been  received  in  the  absence  of  the  demonstration.  Facilities  with  experimental 
patients  signed  Provider  Participation  Agreements  with  HCFA  which  authorized  payment  for 
home  aides  under  the  demonstration.  The  provision  of  experimental  services  began  on 
May  7,  1992. 
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Results 

Patients  were  enrolled  throughout  a  2-year  period  and  tracked  through  the  third  year. 
As  expected,  patients  meeting  the  Congressionally-mandated  criteria  were  older  and  sicker 
than  the  general  ESRD  population.  However,  the  majority  indicated  they  were  very  satisfied 
with  their  dialysis  arrangements  prior  to  the  demonstration.  Most  traveled  to  dialysis  facilities 
in  vehicles  other  than  ambulances,  and  those  who  had  used  home  hemodialysis  aides  paid  for 
by  another  payer  were  somewhat  more  satisfied  with  their  pre-demonstration  dialysis 
arrangements  than  those  who  had  been  traveling  to  dialysis  facilities. 

Of  the  91  patients  enrolled  in  the  demonstration,  46  patients  were  randomly  assigned  to 
receive  the  experimental  benefit.  Of  these  46,  only  20  acmally  had  home  aides  who  were  paid" 
under  the  demonstration.  The  rest  either  withdrew  from  the  demonstration,  entered  nursing 
homes,  or  died  before  receiving  home  aide  services. 

While  the  design  of  the  experiment  enabled  considerable  baseline  data  to  be  collected 
and  analyzed,  since  only  91  patients  enrolled  in  the  demonstration  and  only  20  patients  ever 
received  Medicare-paid  home  aide  services  for  dialysis,  much  of  the  planned  analysis  was 
infeasible.  Many  more  subjects  would  be  needed  to  obtain  sufficient  statistical  power  to  draw 
valid  conclusions  about  the  safety  and  efficacy  of  home  aides  for  this  population.  Despite  the 
drawbacks  of  the  small  sample,  the  demonstration  did  yield  some  useful  information. 

Conclusions 

o        The  eligibility  criteria  tended  to  characterize  patients  who  are  too  ill  for  home 

hemodialysis.  The  majority  of  such  patients  were  already  too  ill  to  begin  dialysis 
outside  of  a  facility  and  physicians  were  unwilling  to  enroll  them  or  their  condition 
worsened  soon  after  enrollment  and  they  had  to  be  admitted  to  nursing  homes  or  be 
withdrawn  from  the  demonstration  for  other  reasons  related  to  their  deteriorating 
condition  or  they  died.  The  overall  mortality  rate  among  demonstration  enrollees  was 
78  percent  over  a  period  of  2  years  and  9  months,  by  contrast  to  the  general  ESRD 
population,  which  had  approximately  a  44  percent  mortality  rate  over  a  comparable 
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period.  A  home  hemodialysis  aide  is  not  likely  to  be  a  viable  alternative  for  most 
patients  who  require  ambulance  transpon  to  dialysis  treatment. 

o        It  is  the  pre-existing  condition  of  such  patients,  not  the  receipt  of  paid  home  aide 
services,  that  is  primarily  responsible  for  their  high  mortality  rate.  Of  the  46 
experimental  patients, 

10  patients  were  withdrawn  from  the  demonstration  and  12  patients  died  before  they 
could  receive  the  service.  At  the  time  data  collection  concluded,  4  patients  were  still 
awaiting  aides  and  only  20  had  acmally  received  aide  services.  Although  the  numbers 
are  too  small  for  meaningful  inferences,  there  were  better  scores  on  quality  of  care 
measures  and  a  lower  mortality  rate  among  the  patients  who  did  receive  home 
hemodialysis  aides  relative  to  experimental  patients  who  did  not  receive  aides,  and 
relative  to  control  patients. 

o        The  cost  of  the  home  aide  services  was  relatively  low  because  of  the  limited  duration 

during  which  the  patient  was  in  a  condition  to  receive  the  services.  The  average  charge 
per  month  for  a  home  hemodialysis  aide  under  the  demonstration  was  $573,  but  the 
average  duration  for  receipt  of  aide  services  was  only  10  months.  Of  the  20 
experimental  patients  who  received  aide  services,  only  6  were  continuing  to  receive 
these  services  as  of  January  1,  1995. 

Plans  for  Additional  Analyses 

Additional  analyses  are  planned  using  larger  data  sets  to  explore  issues  that  interested 
Congress,  but  could  not  be  adequately  addressed  through  die  demonstration.  These  include 
smdies  of  ESRD  patients  traveling  to  dialysis  in  ambulances  (especially  patients  in  nursing 
homes),  and  smdies  of  ESRD  patients  who  are  high-cost  outliers  requiring  an  extensive  array 
of  costly  services.  Although  the  demonstration  was  unable  to  answer  many  questions  because 
of  very  low  numbers  of  enrollees,  these  additional  analyses  will  address  some  of  the  important 
issues. 
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STAFF-ASSISTED  HOME  DIALYSIS  DEMONSTRATION 


1.  Background 

Persons  and  dependents  insured  under  Social  Security  have  been  eligible  for  Medicare 
through  the  ESRD  program  since  1973  if  they  have  permanent  kidney  failure  that  requires 
routine  mamtenance  dialysis  or  if  they  need  a  kidney  transplant  to  maintain  life.  There  are  two 
general  types  of  dialysis:  (1)  hemodialysis,  in  which  blood  from  the  patient's  body  is  passed 
through  a  dialysis  machine  which  filters  out  certain  body  wastes;  and  (2)  peritoneal  dialysis,  in 
which  no  machine  is  required  and  blood  is  filtered  within  the  abdominal  cavity  without  leaving 
the  patient's  body.  Hemodialysis  is  the  most  common  method  of  dialysis,  and  patients  usually 
require  3  to  4  hour- long  treatments  every  week. 

1.1     Home  Dialysis 

Home  dialysis  has  received  a  great  deal  of  attention  from  Medicare  policy  makers  and 
is  considered  by  researchers,  clinicians,  and  patients  to  be  a  modality  that  enhances  the  quality 
of  life  for  many  patients,  while  possibly  lowering  costs.  However,  home  hemodmlysis 
requires  the  installation  of  a  machine  (and  adequate  water  supply)  in  die  patient's  home  and  an 
assistant  for  each  dialysis  session.  Most  home  dialysis  is  peritoneal,  which  requires  neither 
machine  nor  aide. 

Home  dialysis  (whether  hemodialysis  or  peritoneal  dialysis)  tends  to  be  favored  by 
patients  and  clinicians  for  the  most  active  and  healthy  ESRD  patients.  There  has  been 
relatively  little  experience  with  dialyzing  severely  disabled,  medically  precarious  patients  at 
home,  although  for  some  such  patients  home  dialysis  may  be  preferable,  to  the  stress  of 
traveling  to  a  dialysis  facility  2  to  3  times  each  week. 

As  of  1993,  approximately  29,000  patients.  17  percent  of  the  dialysis  population,  used 
home  peritoneal  dialysis.  Only  2,250  patients,  1.2  percent  of  dialysis  patients,  used  home 
hemodialysis,  either  with  the  assistance  of  an  unpaid  family  member  or  friend,  or  with  the 
assistance  of  an  aide  paid  by  a  source  other  than  Medicare,  since  the  services  of  a  home 
hemodialysis  aide  or  assistant  are  not  a  Medicare-covered  benefit  (HCFA,  1994). 
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When  the  dialysis  facility  has  ftill  responsibility  for  in-facility  or  in-home  dialysis,  the 
facility  receives  a  fixed,  all-inclusive  payment  called  the  composite  rate  for  each  dialysis 
session.  This  rate  is  the  same,  regardless  of  modality  or  setting,  and  it  presumes  that  a  cenain 
proportion  of  patients  will  be  dialyzed  at  home  (at  lower  cost).  The  rate  was  intended  to 
optimize  the  number  of  patients  dialyzing  at  home.  Although  that  number  has  increased,  the 
increase  was  primarily  among  the  patients  appropriate  for  peritoneal  dialysis,  since  this 
modality  requires  no  machine  or  aide  and  is  very  low  in  cost. 

1.1.1  Home  Hemodialysis  Payment  Methods 

Home  hemodialysis  patients  can  choose  between  two  methods  of  payment.  Under 
Method  I,  the  dialysis  facility  receives  the  composite  rate  for  each  dialysis  session  and  is 
responsible  for  providing  all  of  the  supplies  and  equipment  that  a  patient  needs  at  home;  under 
Method  II,  the  facility  does  not  receive  any  payment  for  dialysis,  and  the  patient  purchases 
supplies  and  equipment  directly  from  a  supplier,  with  Medicare  paying  the  supplier  on  the 
basis  of  reasonable  charges.' 

Under  either  method,  a  dialysis  facility  is  responsible  for  providing  the  same  support 
services  provided  for  in-facility  dialysis.  For  Method  I  patients,  these  costs  are  included  in  the 
composite  rate;  for  Method  II  patients,  the  back-up  dialysis  facility  receives  a  separate 
monthly  payment  of  $121.15  for  total  home  support  services,  e.g.,  social  workers  and 
dietitians.  At  present,  most  home  hemodialysis  is  reimbursed  under  Method  I;  however,  the 
proportion  under  Method  II  has  steadily  increased  since  1990  to  about  40  percent  as  of  June 
1996. 

In  October  1989,  the  U.S.  General  Accounting  Office  (GAO)  reported  that  Medicare 
payments  under  Method  II  were  much  higher  than  under  Method  I.  Payments  to  one  particular 
supplier  under  Method  II  were  approximately  twice  as  high  as  Method  I  payments  (GAO, 
1990).  Following  GAO  and  HCFA  investigations,  OBRA  1989  limited  the  amount  payable 
under  Method  II  to  no  more  than  the  amount  payable  under  Method  I  effective  February  1, 
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At  the  time  this  demonstration  was  created,  the  reasonaMe  charge  was  the  lowest  of  (1)  the  acmal  charge,  (2)  the 
cusiomary  charge  by  a  particular  supplier,  or  (3)  the  prevailing  charge.  The  prevailing  charge  was  defined  as  the  75th 
percentile  of  customary  charges  for  similar  items  in  the  ;.val  area. 


1990,  and  soon  after,  this  supplier  discontinued  home  aide  services  for  1,553  ESRD  patients 
HCFA  found  alternative  arrangements  for  these  patients,  including  paying  the  home  aide  costs 
for  a  few  patients  for  whom  no  alternative  arrangements  were  possible.  The  legislation 
authorizing  the  Staff-Assisted  Home  Dialysis  Demonstration  specified  that  the  few  patients 
remaining  with  HCFA-paid  home  hemodialysis  aides  were  automatically  eligible  for  the 
demonstration  benefits,  i.e.,  "grandfathered"  into  the  demonstration. 

1.2     Legislation  Authorizing  the  Demonstration 

In  1990,  section  4202  of  OBRA  1990,  P.L.  101-508,  mandated  a  3-year  demonstration 
to  determine  whether  the  services  of  home  hemodialysis  staff  assistants,  for  a  subset  of 
disabled  ESRD  patients,  can  be  covered  under  Medicare  in  a  cost-effective  manner  while 
ensuring  patient  safety  (see  Appendix  A). 

1.2.1  Legislative  Requirements 

Although  the  legislation  limited  benefits  to  no  more  than  800  patients,  it  also 
established  a  detailed,  rate-setting  method,  and  contained  very  specific  eligibility  criteria.  The 
latter  constraints  yielded  a  very  small,  select  group  of  patients  for  smdy. 

Congress  also  specified  that  any  patients  enrolled  in  the  demonstration  and  receiving 
those  benefits  at  its  end  may  continue  to  receive  Medicare-reimbursed  home  aides  under  the 
same  payment  provisions  for  the  duration  of  their  lives,  so  long  as  they  continue  to  meet  die 
eligibility  requirements. 

Patients  who  received  home  aide  services  under  the  demonstration  had  to  be  eligible  for 
Medicare  under  the  ESRD  program.  Furthermore,  they  were  required  to: 

(a)  be  physician-certified  as  confined  to  a  bed  or  wheelchair  and  unable  to  transfer 
from  bed  to  chair; 

(b)  have  a  serious  medical  condition  (as  specified  by  the  Secretary  of  Health  and 
Human  Services  (the  Secretary))  that  would  be  exacerbated  by  regular  travel  to 
and  from  a  dialysis  facility  (see  page  9); 
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(c)  be  eligible  for  ambulance  transport  to  a  dialysis  facility  and  expected  to  use  such 
services  for  at  least  6  months,  such  that  the  ambulance  cost  would  be  expected 
to  exceed  the  cost  of  a  home  aide; 

(d)  have  no  family  member  available  to  assist  with  home  dialysis;  and 

(e)  not  be  residents  of  Skilled  Nursing  Facilities  (SNFs). 

Home  aides  providing  demonstration  services  had  to  meet  minimum  qualifications 
specified  by  the  Secretary  and  any  applicable  qualifications  under  state  law.  Services  specified 
in  the  demonstration  legislation  included  technical  assistance  with  the  operation  of  a 
hemodialysis  machine  and  care  of  the  patient  during  home  hemodialysis.  The  latter  service 
included  "administration  of  medications  to  maintain  the  patency  of  the  extracorporeal  circuit," 
which  is  generally  interpreted  to  mean  the  intravenous  (IV)  administration  of  anti-coagulants. 

Payments  for  aides  were  to  be  per  treatment  and  prospectively  determined  by  the 
Secretary,  using  the  following  formula: 

•  The  payment  amount  was  the  product  of  a  rate  and  an  area  wage  adjustment 
factor. 

•  The  rate  was  equal  to  the  difference  between: 

(a)  two-thirds  of  die  labor  portion  of  the  composite  rate  (adjusted  to  reflect 
differences  in  area  wage  levels);  and 

(b)  the  product  of  the  national  median  hourly  wage  for  a  home  hemodialysis 
staff  assistant  and  the  national  median  time  expended  in  the  provision  of 
home  hemodialysis  services  (taking  into  account  travel  time  and  pre- 
dialysis  patient  care). 

•  The  national  median  hourly  wage  was  the  sum  of  65  percent  of  the  national 
median  hourly  wage  for  a  Licensed  Practical  Nurse  (LPN)  and  35  percent  of  the 
national  median  hourly  wage  for  a  Registered  Nurse  (RN). 

•  The  national  median  hourly  wage  and  the  national  median  of  the  average  time 
expended  for  these  services  were  determined  annually  on  the  basis  of  the  most 
recent  data  available. 


4 


In  addition,  payment  was  subject  to  the  usual  80  percent  reimbursement  (with  pat.ents 
or  other  payers  being  responsible  for  the  20  percent  copayment).  Facilities  supplying  home 
aides  received  this  payment  as  an  add-on  to  the  composite  rate;  therefore,  all  experimental 
patients  in  the  demonstration  had  to  be  Method  I  home  hemodialysis  patients. 

Statutory  ftinding  for  the  demonstration  from  the  Supplementary  Medical  Insurance 
trust  fund  was  set  at  a  $14  million  maximum: 

•  $4  million  maximum  for  FY  1991; 

•  $4  million  maximum  for  FY  1992; 


•  $3  million  maximum  for  FY  1993 

•  $2  million  maximum  for  FY  1994 

•  $1  million  maximum  for  FY  1995 


and 


1.3     Demonstration  Design 

The  demonstration  was  designed  as  a  randomized  experiment  at  the  individual  patient 
level.  Enrolled  patients  were  randomly  assigned  on  a  50/50  basis  to  2  groups.  One  group  was 
designated  experimental  and  was  to  receive  the  demonstration  benefit  of  a  Medicare-covered 
home  hemodialysis  aide,  while  the  control  group  did  not  receive  diis  benefit  but  continued 
with  its  previous  dialysis  and  transportation  arrangements.  Facilities  enrolling  two  or  more 
patients  had  their  patients  equally  divided  between  experimental  and  control  groups. 

The  few  remaining  patients  who  had  been  receiving  Medicare-covered  home 
hemodialysis  assistants  since  1990  (see  1.1.1)  were  moved  to  coverage  under  the 
demonstration.  They  were  automatically  enrolled  on  a  "grandfathered"  basis  without  having  to 
meet  the  same  eligibility  criteria.  Thus,  they  were  not  part  of  the  experimental  analysis  of 
home  aides. 


1 .4     Research  and  Evaluation  Approach 

A  total  of  91  beneficiaries  enrolled  in  the  demonstration  and  46  were  randomly 
assigned  experimental  status.  Of  the  46  experimentals.  only  20  ever  received  any  home  aide 
dialysis  services.  The  balance  either  died  or  withdrew  before  having  a  home  aide  assigned. 
The  small  sample  made  much  of  the  planned  analysis  infeasible.  Many  more  subjects  were 
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needed  in  order  to  obtain  sufficient  statistical  power  to  draw  valid  conclusions  about  the  safety 
and  efficacy  of  home  aides  for  this  population.  Therefore,  the  analysis  is  confined  to  the  use 
of  descriptive  data,  since  the  small  numbers  preclude  measurement  of  statistical  significance. 

1.4.1  Previary  Data 

Primary  data  collected  for  the  evaluation  included: 


Demographic  and  medical  history  data  obtained  by  the  ESRD  networks  from  the 
medical  records  of  all  experimental  and  control  patients  when  they  enrolled  in  the 
demonstration. 


Clinical  monitoring  data  obtained  by  the  ESRD  networks  from  the  medical  records  of 
all  experimental  and  control  patients  every  6  months  throughout  the  course  of  the 
demonstration. 


Functional  stams,  quality  of  life,  and  patient  satisfaction  data  obtained  through  Abt 
Associates'  telephone  surveys  with  all  experimental  and  control  patients,  when  they 
entered.^ 


In-depth  telephone  interviews  (case  smdies)  with  a  sample  of  participating  and  non- 
participating  dialysis  facilities,  conducted  by  Abt  Associates  and  The  Urban  Instimte 
several  months  after  the  demonstration  began. 

Data  in  regard  to  the  education,  credentials,  years  of  experience,  and  travel  time  and 
distance  of  the  home  hemodialysis  aide. 


A  follow-up  survey  was  planned  1  year  after  enroll  mem.  hui  was  canceled  when  it  became  clear  that  there  were  not 
sufficient  subjects  for  meaningful  and  statistically  valid  analyses. 
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Copies  of  the  medical  record  abstraction  form  and  the  telephone  survey  form  are  m  Appendix 
B. 


Medical  Record  Data 

Medical  record  data  were  collected  to  serve  three  purposes.  First,  measures  of  illness 
severity  and  risk  factors  add  to  the  capacity  of  the  analysis  to  distinguish  the  influence  of  the 
experimental  therapy  from  that  of  other  factors  known  to  affect  patient  outcomes  and  cost. 
Second,  other  clinical  measures  describe  the  care  given,  including  number  of  dialysis  sessions, 
dialyzer  type  and  bath  used,  reuse  of  dialyzer,  type  of  vascular  access,  use  of  erythropoietin 
(EPO),  and  direct  measures  of  the  extent  of  dialysis  delivered.  Third,  clinical  measures  serve 
to  supplement  measures  of  outcomes,  such  as  patient  morbidity  and  hospital  use,  which  are  • 
available  from  HCFA  data  systems.  Sections  3.2.3  and  3.3.3  below  describe  findings  from 
the  medical  record  data. 

Beneficiary  Surveys 

There  were  a  number  of  questions  about  paid  home  aides  for  this  study  population  that 
could  not  be  addressed  through  claims  data  or  clinical  data.  Many  of  these  issues  were 
addressed  with  the  survey  of  the  demonstration's  beneficiaries.    However,  again  due  to  low 
participation,  effects  of  paid  aides  could  not  be  investigated  since  only  20  patients  were 
acmally  assigned  home  aides  and  there  were  fewer  than  100  enrollees.  Nonetheless,  surveys 
were  completed  with  many  of  the  enrollees  or  their  proxies. 

The  baseline  survey  was  conducted  by  telephone  among  all  demonstration  patients,  both 
experimental  and  controls,  over  the  course  of  2  years  as  participants  enrolled.  This  survey 
asked  about  dialysis  care  and  transportation  during  the  previous  year,  functional  and 
psychological  stams  during  the  previous  year  and  the  previous  month,  and  reasons  for  deciding 
to  enroll  in  the  demonstration.  A  follow-up  survey  1  year  after  enrollment  was  planned,  with 
additional  questions  for  experimental  patients  about  their  experience  with  the  Medicare-paid 
home  aide.  However,  due  to  the  low  number  of  patients  who  enrolled  and  received  paid  aides, 
this  part  of  the  survey  was  not  executed.  Section  3  2  4  below  describes  the  key  findings  from 
this  survey. 


Facility  Case  Studies 

The  beneficiary  surveys  gathered  information  on  patients  and  their  reasons  for 
panicipating  in  the  demonstration.  It  was  also  necessary  to  gather  information  from  dialysis 
facilities  about  their  reasons  for  deciding  for  or  against  participation,  especially  since  there  was 
such  low  panicipation. 

Abt  Associates  and  The  Urban  Institute  undertook  a  series  of  exploratory  interviews 
with  3  of  the  largest  kidney  dialysis  facilities  in  each  network  (Total  =  53).  The  main  goals  of 
the  telephone  interviews  were  to  explore  the  reasons  facilities  chose  not  to  enroll  patients  in  the 
demonstration,  and  to  obtain  their  views  on  the  design  of  the  demonstration  and  on  paying 
aides  for  home  hemodialysis  in  general.  Section  3.1.2  below  describes  findings  from  these 
facility  case  studies. 

Home  Hemodialysis  Aide  Data 

Facilities  with  patients  assigned  to  the  experimental  group  were  sent  a  form  to  be  filled 
out  for  every  patient-aide  combination.  The  form  provided  information  in  regard  to:  the 
aide's  education  and  credentials,  years  of  experience  in  dialysis  and  years  of  experience  as  a 
home-dialysis  aide,  and  the  aide's  usual  travel  time  and  distance  from  point  of  origin  to 
patient  s  home  and  from  patient's  home  to  aide's  destination.  Facilities  provided  this 
information  for  17  of  the  20  patients  who  received  aide  services.  Section  3.3.2  below 
provides  information  in  regard  to  the  home  hemodialysis  aide  data. 

1.4.2  Secondary  Data 

In  addition,  a  variety  of  secondary  data  sources  was  utilized  to  compare  demonstration 
enrollees  with  the  ESRD  population  as  a  whole: 

o        Program  Management  and  Medical  Information  System  (PMMIS).  The  PMMIS  data 
consists  of  Medicare  ESRD  patients'  records  and  has  data  from  HCFA  special  purpose 
forms  such  as  the  Medical  Evidence  Form  and  the  Transplant  Follow-up  form. 
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U.S.  Renal  Data  System  (USRDS).  The  USRDS  database  is  composed  of  HCFA 
PMMIS  data  residing  on  a  relational  database  at  the  University  of  Michigan  (the 
database  formerly  resided  at  The  Urban  Institute).  The  data  are  verified  and  "filtered" 
for  validity,  and  are  easily  "queried." 

Special  USRDS  Surrey  Samples.  These  data  are  formed  from  a  1989  national  sample 
of  the  medical  records  of  over  4,000  hemodialysis  patients. 

Medicare  Beneficiary  and  Claims  Data. 


For  each  of  the  secondary  data  sets,  patient  records  for  late  1992,  1993,  and  early  1994  were 
used. 


2.      Demonstration  Implementation 

The  demonstration  began  on  April  1,  1992.  HCFA  had  previously  contracted  with  Abt 
Associates  to  provide  technical  assistance  with  implementation  and  with  analyzing  evaluation 
results.  Abt  has  been  assisted  by  The  Urban  Instimte.  HCFA  also  developed  a  special 
contractual  relationship  with  the  18  regional  ESRD  networks  to  assist  with  eligibility  review, 
quality  assurance,  and  data  collection  activities  throughout  the  course  of  the  demonstration. 

2. 1     Solicitation  And  Enrollment  of  Participants 

The  provider  and  patient  enrollment  process  is  illustrated  in  Exhibit  A.  Provider 
invitation/solicitation  materials  were  mailed  to  all  2.137  dialysis  facilities  nationwide  between 
January  3  and  January  7,  1992.  Included  in  this  mailing  were  18  corporate  headquarters, 
5  facilities  who  still  served  the  remaining  7  grandfathered  patients,  and  45  Veterans 
Administration  facilities.  In  addition,  a  Summary  Fact  Sheet  was  sent  to  all  dialysis  facilities 
to  explain  the  goals  of  the  demonstration,  the  criteria  for  participation,  the  process,  and  the 
payment  (see  Appendix  C). 

Dialysis  facilities  were  asked  to  remm  a  Facility  Interest  Form  indicating  whether  they 
were  interested  and  thought  they  had  eligible  patients,  were  interested  but  did  not  currently 


Exhibit  A 
Implementation  &  FvaJuation 
of  the 

Staff-Assisted  Home  Dialysis  Demonstration 
PROVIDER  AND  PATIE>a^  ENTtOLLMENT  PROCESS 

January  1992 
Provider  Solicitation  Letters  are  mailed. 

1. 

Dialysis  facility  checks  the  appropriate 
box  in  the  Facility  Statement  of  Interest 
and  sends  the  Statement  to  Abt. 


 ii  

Abt  sends  application  materials— which 
include  the  Facility,  Physician,  and  Patient 
Certification  Statements-to  each  facility 
that  indicated  an  interest  in  participating 
in  the  Demonstration. 

 !i  

Facility  completes  the  above  application 

materials  for  each  potentially  eUgible 
patient  and  submits  the  materials  to  the 
local  ESRD  Netv  o.  k. 

Network  verifies  that  all  paperwork 
required  for  determining  Demonstration 

eligibility  has  been  received. 
Network  submits  its  recommendatic  ns  to 
HCFA  ODE. 
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HCFA  ODE  makes  the  fmal  decision 
about  each  patient's  eligibility. 

HCFA  ODE  provides  Abt  with  the  list  of 
all  eligible  patients. 

I 


Local  ESRD  Network  collects  baseline 
clinical  data  from  the  medical  records  of 
eligible  patients. 


Abt  randomizes  all  eligible  patients  for 
placement  in  the  control  and 
experimental  groups 
and 

sends  HCFA  ODE  the  list  of 
experimentaJ  and  control  group  patients. 

 k_  

HCFA  ODE  sends  lists  of  experimental 
and  control  group  patients  to  the  local 
Network 
and 

informs  the  facility  about  patient  group  status. 
HCFA  ODE  sends  a  Provider  Participation 
Agreement  to  facilities  with  experimental 
group  patients. 


Facility  with  experimental  patients  signs 
the  Provider  Participation  Agreement  and 
 returns  it  to  HCFA. 

i 

Facility  informs  experimental  and  control 
patients  of  their  group  status. 
The  Medicare  home-aide  benefit  takes 
 effect. 

Abt  implements  the  InUAu  Survey  for  ail 
experimental  and  control  patients. 


have  eligible  patients,  or  were  not  interested.  Those  expressing  interest  in  panicipatmg  were 
mailed  an  application  regardless  of  whether  they  thought  they  had  any  immediately  eligible 
patients. 


2.2     Eligibility  Criteria 

The  application  packet  for  the  demonstration  was  developed  to  ensure  all  of  the 
eligibility  criteria  were  met  (See  Appendix  D).  The  legislation  had  specified  that  enrolled 
patients  must  have  "a  serious  medical  condition  (as  specified  by  the  Secretary)  that  would  be 
exacerbated  by  travel  to  and  from  a  dialysis  facility."  HCFA  used  an  existing  ESRD  advisory 
group,  the  ESRD  Expert  Panel,  to  develop  a  list  of  these  conditions,  and  this  checkoff  list  of 
"Qualifying  Medical  Conditions"  became  part  of  the  Physician  Certification  Statement  in  the 
application  packet.  This  requirement  did  not  seem  to  hamper  enrollment.  However,  three 
other  criteria  posed  formidable  barriers  to  patient  entry:  specifying  that  these  patients  had  to 
require  ambulance  services,  be  bed-  or  wheelchair-bound,  and  not  be  residents  of  nursing 
homes. 

2.2.1  Ambulance  Use 

The  specification  that  ambulance  services  were  required  and  expected  to  continue  for 
6  months,  such  that  ambulance  costs  would  likely  exceed  home  aide  costs,  was  particularly 
problematic.  HCFA  analyses  (Eggers,  1990)  estimated  that  few  ESRD  beneficiaries  acmally 
use  ambulances  heavily:  only  1.7  percent  used  over  $5,000  in  ambulance  services  in  1987. 
The  top  5  percent  of  ESRD  ambulance  users  7  years  ago  each  cost  the  program  $6,500  or 
more  annually,  which  is  somewhat  less  than  what  many  home  aides  were  expected  to  cost.  A 
prior  survey  of  dialysis  patients  found  that  less  than  1  percent  arrived  at  dialysis  units  via 
ambulance  (Urban  Instimte,  1985).  In  addition,  ambulance  use  and  costs  vary  by  state, 
imply mg  that  Medicare  carriers  and  fiscal  intermediaries  may  interpret  coverage  guidelines 
differently. 

Medicare  has  two  criteria  for  ambulance  transpon  to  dialysis:  it  must  be  medically 
necessary,  and  the  dialysis  facility  must  be  hospital-based.  Since  the  majority  of  dialysis 
facilities  are  not  hospital-based,  a  strict  interpretation  of  the  Congressional  criterion  would 


have  precluded  most  dialysis  facilities  from  panic:pation  m  the  demonstration.  Therefore 
HCFA  required  only  that  patients  meet  the  medical  necessity  criterion  for  ambulance  use;  the 
destination  requirement  did  not  have  to  be  met. 

However,  the  fact  that  Medicare  does  not  pay  for  the  ambulance  transport  to 
independent  facilities  meant  that,  in  many  cases,  the  patient  was  not  using  an  ambulance  for 
that  reason  alone.  Several  of  these  patients  met  all  the  other  eligibility  criteria,  but  their 
physicians  were  unwilling  to  assess  whether  they  theoretically  would  have  met  Medicare's 
"medical  necessity"  criterion  for  ambulance  use,  had  the  destination  not  precluded  Medicare 
payment. 

2.2.2  Bed/Wheelchair-Bound 

Only  a  small  minority  of  ESRD  patients  are  confined  to  bed  or  wheelchair  and  unable 
to  transfer  independently.  During  1986,  HCFA  data  identified  about  8,000  ESRD  patients 
who  had  at  least  some  charges  for  wheelchair-related  items  (Urban  Instimte,  1991),  but  the 
number  is  probably  larger  since  wheelchair  equipment  could  have  been  bought  in  the  past  or 
been  paid  for  by  another  source.  These  8,000  ESRD  patients  with  wheelchair  charges  were 
not  all  hemodialysis  patients,  although  it  was  presumed  that  the  majority  would  require  this 
modality.  According  to  HCFA's  Bureau  of  Data  Management  and  Strategy  (EDMS),  there 
were  approximately  80,000  hemodialysis  patients  at  the  end  of  1986;  therefore,  the  8,000  at 
most  represented  10  percent  of  the  hemodialysis  population. 

The  overlap  between  ambulance  users  and  wheelchair  users,  as  identified  through 
HCFA  data,  was  exceedingly  small. 

2.2.3  REsroENCE  ESI  Skilled  Nursing  Facilities 

Although  data  was  not  available  (see  4. 1),  staff  in  a  number  of  dialysis  facilities 
claimed  that,  in  their  experience,  patients  in  the  precarious  condition  the  demonstration  criteria 
imply  were  more  likely  to  be  residmg  in  SNFs  than  were  other  ESRD  patients,  and  SNF 
patients  were  more  likely  than  other  patients  to  arrive  at  dialysis  via  ambulance  transport.  The 
prohibition  against  enrolling  SNF  patients  appeared  to  eliminate  a  substantial  proportion  of  the 
ESRD  patients  who  might  have  met  all  the  other  demonstration  eligibility  criteria. 
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2.3     Payment  Rate  PORAroEs 

HCFA  developed  the  payment  rates  for  the  demonstration  usmg  the  method  detailed  in 
the  legislation,  which  stipulated  that  the  aide  had  to  be  able  to  administer  anti-coagulants 
intravenously.  Some  State  Nurse  Practice  Acts  restrict  IV  administration  to  RNs  (if  payment 
is  involved),  yet  the  rate-setting  formula  in  the  law  mandating  the  demonstration  factored  in 
the  RN  wage  at  35  percent,  and  the  LPN  wage  at  65  percent.  This  meant  that,  in  areas  where 
the  participating  dialysis  facility  would  have  to  hire  an  RN  as  a  home  hemodialysis  aide,  it  was 
unlikely  that  the  rate  would  be  sufficient  to  pay  an  RN  for  this  service. 

The  formula  yielded  payment  rates  for  independent  and  hospital-based  facilities  in  each 
of  the  383  Metropolitan  Statistical  Areas.  In  1992,  these  rates  ranged  from  $43.06  for 
independent  facilities  and  $45.05  for  hospital-based  facilities  in  areas  with  the  lowest  wage  - 

index,  to  $69.26  for  independent  facilities  and  $72.46  for  hospital-based  facilities  in  areas  with 

the  highest  wage  index.  The  mean  was  $48.42  for  independents  and  $50.66  for  hospitals. 

This  was  the  available  payment  to  cover  home-aide  costs,  in  addition  to  the  usual  Medicare 

composite  payment  rate. 

The  facility  also  received  a  one-time  $200  payment  for  training  any  aide-patient  pair 

for  home  hemodialysis,  beyond  the  $20  per  session  fee  that  HCFA  normally  pays  when  unpaid 

aides  are  trained. 

Informal  estimates  from  provider  associations  suggested  that  only  200-300  hemodialysis 
patients  nationally  met  the  stringent  eligibility  criteria  for  this  demonstration,  were  stable 
enough  for  home  hemodialysis,  and  could  be  home-dialyzed  with  non-RN  aides.  Despite  these 
barriers,  continued  effort  was  made  to  have  the  greatest  level  of  participation  in  the 
demonstration. 

2.4  Outreach 

Numerous  efforts  were  made  to  educate  and  inform  providers  and  patient  communities 
of  the  demonstration.  Table  1  shows  that  substantial  p re-demonstration  efforts  were  taken  to 
inform  dialysis  facilities  and  the  entire  renal  community  of  the  demonstration.  Even  after  the 
demonstration  began,  newsletters  were  periodically  sent  to  the  ESRD  networks  asking  them  to 
urge  facilities  to  participate.  Personal  calls  were  placed  to  facilities  that  seemed  interested  and 


Table  1:  Timing  of  Communications  on  Demonstration  with  Renal  Communities: 

Educational  and  Outreach  EfTorts 


Summer  1991 

Summer  1991 
Oct.,  1991 

Oct.,  1991 

Jan,  1992 

May  1992- 
varying  intervals 
thereafter 

Sept. -Nov.  1992 
Mar- April  1993 


HCFA  distributed  to  1 1  ESRD  patient  and 
professional  organizations  a  protocol/process 
paper  providing  baclcground  on  the  demonstration 
and  indicating  the  intended  methods  that  were  to 
be  used. 

Initial  HCFA  meetings  with  affected  renal  communities  and 
providers. 

Urban  Institute  staff  made  a  presentation  regarding  the 
demonstration  at  the  annual  meeting  of  the  National  Renal 
Administrators  Association. 

Abt  Associates  staff  and  consultant  made  a  similar 
presentation  at  the  annual  meeting  of  the  American 
Association  of  Kidney  Patients. 

Initial  solicitation  letters  from  HCFA  to  all  US  dialysis 
facilities  were  mailed  by  Abt  Associates. 

HCFA  newsletter  from  HCFA  Project  Officer  to  ESRD 
Networks  concerning  demonstration. 


Follow-up  telephone  calls  to  dialysis  facilities  which  had  not 
referred  patients  for  the  demonstration,  but  had  initially 
indicated  they  were  interested  and  had  eligible  patients. 

Further  outreach  to  40  Ren  Dialysis  Centers  which  had 
indicated  corporate  interest  in  the  demonstration;  special 
mailing  to  the  400  dialysis  facilities  currently  offering  home 
hemodialysis  support  services. 


might  have  patients  to  enroll  but  had  not  responded,  and  presentations  about  the  demonstration 
were  made  to  groups. 

HCFA  undertook  a  special  mailing  to  the  400  dialysis  facilities  currently  providing 
home  hemodialysis  services  (with  aides  unpaid  or  paid  by  a  payer  other  than  Medicare),  since 
this  factor  appeared  to  be  a  major  predictor  of  facility  willingness  to  participate  in  the 
demonstration.  Letters  were  sent  to  both  the  facility  administrator  and  the  medical  director, 
with  the  latter  asked  to  share  the  information  with  the  facility's  social  worker,  since  social 
workers  appear  to  have  knowledge  of  transport  difficulties. 

Despite  the  best  efforts  of  HCFA,  Abt  Associates,  and  The  Urban  Instimte.  enrollment 
levels  never  reached  the  number  needed  to  conduct  a  careful  evaluation.  In  all,  91  patients 
entered  die  demonstration  (see  Appendix  E).  Enrollment  in  the  first  month  was  the  highest  ■ 
-  and  accounted  for  more  than  25  percent  of  the  patients  in  the  entire  2-year  demonstration  (see 
Exhibit  B).  The  first  3  months  resulted  in  42  subjects  altogether,  almost  half  of  die 
91  patients  who  eventually  enrolled.  Despite  continuous  efforts  by  HCFA  and  its  contractors 
to  increase  enrollment,  over  the  following  22  months  only  49  more  patients  enrolled,  a  rate  on 
average  of  2.2  patients  a  month.  June  1993  did  see  10  patients  enrolling,  which  might  have 
been  due  to  additional  outreach  conducted  in  the  spring  of  1993.  Nonetheless,  it  is  clear  diat 
after  an  initial  surge  in  enrolhnent,  the  number  of  patients  joining  the  demonstration  dropped 
and  continual  outreach  efforts  never  remmed  the  rate  to  a  comparable  level.  Reasons  for  the 
lack  of  response  are  discussed  in  further  detail  later  in  this  report. 

3.  Results 

By  the  end  of  die  demonstration  in  April  1994,  enrollment  had  reached  only  94 
patients,  including  3  of  the  7  surviving  patients  who  had  been  "grandfathered"  in,  leaving  a 
total  of  91  randomized  patients  to  smdy.  Of  these.  46  patients  had  been  assigned  to  the 
experimental  group,  but  only  20  had  received  aides.  Ten  experimental  patients  had  been 
withdrawn  from  the  demonstration  and  12  had  died  before  diey  received  aides;  4  were 
awaiting  aides  at  die  time  data  analysis  began. 

Low  numbers  precluded  in-depth  statistical  analysis.  A  descriptive  analysis  is, 
however,  given  below. 
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L  # 

Exhibit  B: 

Patient  Enrollment  by  Month 

Most  Demonstration  Patients  Signed  Up  Early 


Months 

Note:  montti  1  began  April  1992 


3.1     Facility  Interest 

Even  before  enrollment  began,  most  facilities  indicated  no  interest  in  participation  for 
various  reasons.  The  response  data  analyzed  and  presented  in  this  report  are  based  on  more 
than  half  (52  percent)  of  the  dialysis  facilities  having  responded  to  the  initial  provider 
solicitation  mailing.^  This  response  rate  is  surprisingly  high  for  a  single  solicitation  letter. 
Also,  it  appears  diat  respondents  were  not  significantly  different  from  non- respondents,  in 
terms  of  facility  characteristics,  characteristics  of  patients,  or  the  demography  of  the  units' 
immediate  environs. 

Table  2  provides  summary  information  regarding  the  responses  on  the  Facility  Interest 
Forms.  Only  13  percent  of  responding  facilities  (144)  said  they  were  interested  in 
participating  in  the  demonstration  and  possibly  had  patients  to  refer  for  eligibility  review. 
Almost  3  times  as  many,  approximately  37  percent  (418  facilities),  said  they  were  interested  in 
participating  in  the  demonstration  but  did  not  currently  have  eligible  patients.  Half  of  the 
facilities  (568)  were  not  interested  in  panicipating  in  the  demonstration. 

The  greatest  predictors  of  facility  participation  appear  to  be  size,  as  shown  by  various 
measures,  and  experience  with  home  dialysis.  As  Table  3  illustrates,  facilities  interested  in 
participating  tended  to  be  larger,  have  more  total  patients,  and  more  home  patients 
(;hemodialysis  and  peritoneal)  --  both  in  absolute  numbers  and  as  a  percent  of  total  patients  - 
than  facilities  that  were  not  interested  in  participating.  No  clear  differences  appear  by  payment 
amount,  area  wage  index,  or  most  other  factors.  Also,  every  ESRD  network  had  some 
respondents  in  each  category  of  interest  or  lack  of  interest. 

Although  rural  dialysis  facilities  might  be  expected  to  have  more  patients  with 
transportation  problems,  this  does  not  appear  to  have  translated  into  increased  interest  in  the 
demonstration  among  rural  facilities. 

Facilities  indicating  they  were  both  interested  in  this  demonstration  and  had  patients 
they  believed  to  be  eligible  --  in  contrast  to  the  facilities  interested  but  having  no  eligible 


Included  among  this  group  of  respondents  were  45  facilities  that  had  been  inadvertently  oinitted  from  the  initial 
mailing  Ust  (these  were  generally  new  facilities  or  branches  of  existing  facilities).  These  providers  were  added  to  the 
mailing  list,  thus  increasing  the  total  target  "pool"  of  dialysis  facilities  from  2,137  to  2,182. 
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Table  2 
FACILITY  RESPONSES 

Response 

Facilities 

Number 

%  of  Total 
Respondents 

%  of  Facilities 
Nationwide 

Interested  in  panicipating,  current 
patients  ready  to  enroll 

144 

13% 

6.6% 

Interested  in  panicipating,  no 
current  patients  ready  to  enroll 

418 

37% 

19.2% 

Not  interested  in  panicipating 

568 

50% 

26.0% 

No  response 

1052 

48.2% 

TOTAL 

2182 

100.0% 

Source:  Abt  Associates'  compilation  of  faciUcy  responses  to  sol ici ration  materials. 


( 


Characteristics  of  Units 

Based  on  Response  to 

Home  Hemodalysla  Demonstration 


Number  of  DIatyl*  Stttlon*  and  Numbar  of  PaUaiUa  at  Unit 


Count, 
MalclMd 
telSM 


n«spon«*  Status  of  Unk 

Count, 
Total 

FOcMlty 
Survey 

£!l 

IntorflaM  wM»  «llglt)lo  pauenb 

144 

12« 

IntaresM  but  no  ellglblo  paiitn\t 

418 

384 

Not  Interested 

668 

S16 

Not  cost  aneoUvo/lnsuincient  staff 

247 

231 

Not  cetflttodMont  kMt  honno  fMmo  psltonls 

176 

156 

L«c.  o<  (MM  demand^  pfliento  olglile 

186 

169 

Home  soNing  IradoqtMtaeablty 

27 

25 

aisle  reojtaHanMuiM  Pracico  Act  banters 

42 

39 

Otter- 

76 

63 

No  reason  provided 

31 

29 

Noiesponso 

1062 

961 

TOTAL 

2182 

IW7 

Numborof 
DIaryaia 
Suilona 


15.0 
15.3 

12.9 

14.1 
10.7 
13.8 
13.4 
17  2 
83 
13.0 

12.9 
13.5 


Home 
HenM-  Part- 
iHalyala  tonaal 


Mean  Wumbar  of  PattewU  Treated  at  End  ol  1990  fnl 


Total 

HOIIM 


HOOM 

PaUonU 
asa%of 

Total  Patients 


Total 
fn-Unll 


TOTAL  Transient 


4.) 

15.8 

19.9 

1J 

12.3 

13.4 

a6 

8.5 

9.1 

at 

9.0 

107 

0.1 

5.4 

9.5 

14 

9.4 

10.5 

0.5 

las 

10.8 

at 

13.6 

14.5 

0.1 

S.» 

6.0 

0.9 

10.2 

11.2 

1.1 

82 

10.3 

1.2 

10.0 

11.2 

2S.2 
18.0 

15.5 

16.1 
12.4 
16.6 
173 
156 
16.6 
16.6 

17J 


Non- 
Medicare 


66.0 

85.9 

15.6 

6.0 

61.1 

746 

18.8 

6.1 

40.8 

58.9 

13.9 

4.1 

56.1 

66.6 

15.1 

4.5 

38.8 

44.3 

15.1 

as 

S2.» 

63.3 

14.1 

44 

51 .5 

02.3 

120 

43 

77^ 

92.1 

153 

09 

30.1 

36.1 

14.1 

Z9 

48.8 

S9.8 

12.0 

a2 

48.1 

59.3 

14.2 

4.7 

62.7 

63.9 

16.3 

47 

"""^^  ^^'^  f'*^' 

'Mom  tMn  one  reason  VMS  died  for  many  unto. 


center  onty: 


patients  and  the  facilities  not  interested  -  were  located  in  more  densely  populated,  poorer  areas 
with  larger  minority  populations,  older  populations,  and  slower  population  growth. 

3.1.1  Reasons  for  Non-Participation 

Almost  94  percent  of  the  respondents  who  were  not  interested  in  participating  gave 
reasons.  Table  4  displays  the  range  of  responses  that  facilities  gave  for  declining  participation. 
Also,  there  were  a  number  of  phone  calls  and  letters  from  facility  administrators  in  which  they 
explained  at  greater  length  dieir  reasons  for  not  participating  as  well  as  their  overall  concerns 
about  the  demonstration.  A  summary  of  the  more  frequent  reasons  for  nonparticipation 
follows. 

Inappropriate  Eligibility  Criteria 

Many  facilities  reported  that  the  very  ill,  severely  disabled  patients  characterized  by 
these  eligibility  criteria  are  not  appropriate  for  home  hemodialysis  smce  their  condition  is 
likely  to  be  unstable  during  dialysis. 

Several  noted  what  one  described  as  a  "Catch  22"  simation,  in  that  patients  with 
conditions  that  would  allow  them  to  meet  certain  criteria  would,  by  definition,  have  difficulty 
meeting  some  of  the  other  criteria.  For  example,  patients  requiring  ambulances  or  with 
medical  conditions  exacerbated  by  travel  tend  to  be  patients  who  cannot  dialyze  in  a  medically- 
unsupervised  setting,  and  patients  who  are  bed-bound  and  have  no  family  member  to  assist 
them  are  likely  to  be  residing  in  nursing  homes.  Some  noted  that  the  most  appropriate  patients 
for  this  demonstration  are  those  residing  in  SNFs,  but  these  patients  were  specifically  excluded 
from  the  demonstration. 

Inappropriate  criteria  and  the  dearth  of  patients  who  could  meet  them  were  cited  by 
163  facilities  (29  percent  of  non-participants)  as  being  reasons  for  non-participation. 

Low  Payment  Rate 

The  number  of  facilities  responding  that  the  payment  rate  was  too  low  was  equal  to  the 
number  responding  that  the  patient  eligibility  criteria  were  inappropriate  (see  Table  4). 
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Table  4 

Reasons  for  Non-Participation 


Mon-Panicipatmg  Facilities  Number  Percent 
Mentioning  This  Reason' 

No  patients  meeting  eligibility  cntena/inappropnaie  eligibility 

cntena   163  28.7 

Payment  too  low/not  cost-effective    163  28.7 

Facility  does  no  home  hemodialysis/not  certified  to  provide  home 
hemodialysis/ refers  all  home  hemodialysis  paiienu  elsewhere/has  no  home 

hemodialysis  patients   145  25.5 

Insufficient  or  madequate  staff  available/unable  to  find  or  hire  new 

qualified  staff    135  23.8 

State  regulation  or  Nurse  Practice  Act  bamers   42  7.4 

Acute  mpatient  facility  only/does  not  provide  chronic  or  outpatient 

dialysis    24  4.2 

Program    does    no    hemodialysis/ refen    all    hemodialysis  patients 

elsewhere/pentoneal  dialysis  only/not  certified  to  provide  hemodialysis  .  22  3.9 

Lack  of  demand  or  patient  interest    20  3.5 

Home  seeing  not  safe  for  type  of  patient  specified/madequaxe  staff 

supervisioti/quality  of  care  madequate    19  3.3 

Pediatnc  facility  (rarely  has  patients  without  available  family)    12  2.1 

Medical  or  fmancial  Liability  concerns    9  1.6 

(Ineligible)  Veterans  Admuustnuion  facility   7  1.2 

Facility  is  Method  11  provider  only   4  0.7 

Transplant  center  only,  no  dialysis    2  0.3 

No  reason  given   31  5.5 

Other    53  9.5 


Percentages  do  not  sum  to  100%  because  most  facilities  mentioned  more  than  one  reason  for  non-participation 


• 


Some  reasons  for  non-participation  may  reHec.  different  perspectives  on  a  common 
issue.  For  example,  U,e  163  facilities  (29  percent  of  non-participants)  who  felt  the  payment 
was  too  low  could  be  implying  that  the  payment  was  too  low  to  hire  the  kind  of  aide  needed 
for  these  very  ill  patients  (e.g. ,  LPNs  or  RNs).  Theoretically,  if  the  payment  was  high  enough. 
Staff  with  appropriate  credentials  could  be  employed. 

State  Nurse  Practice  Acts 

The  demonstration  legislation  specified  that  aides  must  be  able  to  administer 
medications  that  "maintain  the  patency  of  the  extra  corporeal  circuit,"  i.e.,  to  inject  the  anti- 
coagulant into  the  line  that  comiects  an  ESRD  patient  to  a  hemodialysis  machine.  The 
legislation  also  stipulates  that  the  aide  must  meet  any  "applicable  qualifications"  specified  in  • 
-  state  law. 

Forty-two  facilities  in  15  states  indicated  that,  in  their  states,  regulations  or  laws  such 
as  State  Nurse  Practice  Acts  posed  a  barrier  to  their  participation  in  the  demonstration.  This 
suggests  that  the  facilities  interpreted  the  state  law  to  mean  an  LPN  or  RN,  rather  than  a 
dialysis  technician,  would  be  required  and,  therefore,  they  could  not  afford  to  offer  the 
services. 

No  Home  Hemodialysis  Services 

A  substantial  number  of  facilities  (26  percent  of  non-participants)  say  they  do  not  offer 
home  hemodialvsis  support  services  and/or  are  not  cenified  to  provide  home  hemodialysis. 
The  Federal  certification  requirements  (and  more  rigorous  requirements  in  a  few  states) 
include  having  social  workers  or  dietitians  make  periodic  home  visits  to  patients  and  having 
periodic  home  assessments  of  water  treatment.  HCFA  waived  the  requirement  of  this 
certification  for  the  demonstration,  but  those  without  this  previous  experience  were 
uncomfortable  with  undertaking  this  new  service,  especially  with  unstable  patients. 

Although  1991  HCFA'S  BDMS  data  indicated  that  46  percent  of  dialysis  facilities  had 
home  hemodialysis  programs,  an  informal  survey  undertaken  by  The  Urban  Instimte  found 
that  a  substantial  proportion  of  these  programs  were  not  active  in  1992. 
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Ambulance  Eligibility  and  Alternative  Transportation 
Of  the  562  facilities  (50  percent  of  respondents)  wishing  to  participate  in  the 
demonstration,  418  (76  percent  of  interested  facilities)  did  not  have  eligible  patients.  The 
eligibility  criterion  that  appeared  to  be  most  problematic  was  the  medical  need  for  ambulance 
transport.  HCFA  was  willing  to  accept  a  physician's  attestation  that  a  patient  was  appropriate 
for  ambulance  transport  to  dialysis,  even  if  the  patient  was  not  currently  traveling  to  dialysis 
via  ambulance.  Several  facilities  commented  that  physicians  will  not  sign  a  statement  that  a 
patient  needs  an  ambulance  for  safe  transportation  if  that  patient  is  not  currently  using  one, 
because  this  implies  that  their  patients  are  not  gening  necessaiy  services  and  are  traveling  to 
dialysis  units  in  a  manner  that  could  endanger  their  health. 

3.1.2  Telephone  Follow-up  IN  REGARD  TO  NonParticipation 

Telephone  interviews  were  conducted  for  follow-up  purposes.  These  involved  three 
distinct  categories  of  dialysis  facilities:  (1)  "Not  Interested"  (facilities  that  initially  responded 
they  were  not  interested  in  participating);  (2)  "No  Response"  (those  that  failed  to  respond  to 
the  initial  mailing);  and  (3)  "Interested,  but  no  eligible  patients"  (facilities  that  initially 
expressed  an  interest  in  participating  if  they  had  patients  who  met  all  of  the  eligibility 
requirements).  The  interview  was  directed  to  either  the  facility  administrator  or  the  medical 
director. 

The  interviews  covered  seven  general  topic  areas  including  the  respondent's  knowledge 
about  the  demonstration  and  its  rules,  reasons  for  not  enrolling  patients,  other  circumstances 
under  which  facilities  might  have  participated,  past  or  present  experience  with  paid  home 
hemodialysis  aides,  and  whether  respondents  believe  that  staff-assisted  home  hemodialysis 
should  be  a  Medicare-covered  benefit. 
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Four  significant  lessons  were  learned: 

(1)  The  patient  group  the  Congress  specified  may  not  be  well-suited  to  home 
hemodialysis,  even  with  a  paid  aide.  Many  respondents  felt  these  patients  are  most  safely 
dialyzed  in-unit,  not  at  home,  and  at  a  minimum  would  require  an  RN  for  home  care.  Even 
with  an  RN,  many  respondents  expressed  concerns  m  regard  to  patient  safety  and  the  unusual 
degree  of  responsibility  (and  risk)  aides  would  be  assuming  when  caring  for  such  ill  persons  in 
the  home  setting. 

(2)  The  reimbursement  offered  under  the  demonstration  was  widely  perceived  to  be 
inadequate.  Facilities  did  not  feel  able  to  hire  RNs  at  the  demonstration  payment  rate,  and 
were  not  willing  to  use  LPNs  or  dialysis  technicians  for  patient  safety  reasons.  In  addition,  the 
cost-effectiveness  of  using  an  RN  to  care  for  a  single  patient  at  home  was  questioned  by  many  . 

-  respondents,  who  have  difficulty  hiring  and  retaining  dialysis-experienced  RNs  for  m-unit 
work  where  they  can  care  for  several  patients  at  one  time. 

(3)  A  single  mailing  directed  only  at  facility  administrators  with  copies  for  medical 
directors  was  probably  not  the  most  effective  method  for  informing  the  industry  about  the 
demonstration.  Those  most  likely  to  advocate  for  the  benefit  for  individual  patients  are  the 
physicians  (medical  directors),  nursing,  and  social  work  staff.  In  addition,  administrative  staff 
seem  to  experience  a  high  degree  of  turnover  and  mobility.  This  may  be  less  true  of  medical 
directors.  Had  HCFA  addressed  a  mailing  towards  individual  medical  directors  along  with 
administrators,  the  response  might  have  been  more  substantial. 

(4)  The  transportation  difficulties  experienced  by  some  patients  would  not  really  be 
solved  by  offering  to  treat  them  at  home.  Rather,  directly  solving  the  transportation  problems 
made  more  sense  to  many  respondents. 

3.2  Enrollment 

Nationally,  there  are  over  142,000  hemodialysis  Medicare  patients  of  whom  2,250  use 
home  hemodialysis,  with  the  remainder  using  center-hemodialysis  (HCFA,  1994).  Projections 
made  earlier  in  the  demonstration  indicated  that  the  stringent  criteria  of  the  demonstration 
would  limit  the  eligible  pool.  Enrollment  levels  were  expected  to  be  between  200-300 
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patients.  However,  actual  enrollment  over  2  years  was  91  patients,  less  than  half  the  predicted 


amount. 


The  demonstration  encompassed  more  than  2  years  over  which  eligible  patients  were 
allowed  to  em-oll  at  any  time.  Almost  half  of  the  91  patients  enrolled  in  the  first  6  months, 
and  only  16  percent  enrolled  in  the  last  6  months  (Table  5). 

3.2.1  Geographic  Concentration 

Fourteen  of  the  18  ESRD  networks  had  at  least  one  patient  enrolled  (Table  6); 
however,  enrollment  was  geographically  concentrated.  Two  networks,  4  and  5,  accounted  for 
almost  half  of  the  enrollees,  but  these  two  networks  comprise  only  10  percent  of  ESRD 
Medicare  patients.  Interestingly,  both  networks  (4  and  5)  are  mid-Atlantic  areas  adjacent  to  • 
the  Washington  DC-Baltimore  region.  Furthermore,  1  particular  physician,  affiliated  with 
3  facilities  in  the  Philadelphia  area  (network  4),  and  a  strong  advocate  of  home  hemodialysis, 
enrolled  12  (13  percent)  of  the  91  patients.  Enrollment  in  the  demonstration  was  also  heavily 
concentrated  by  facility;  the  vast  majority  of  facilities  (98  percent)  did  not  participate. 

The  four  networks  that  had  no  enrollment  (1,6,9,17)  were  in  New  England,  the 
southeast  (GA,  NC,  SC,)  the  Ohio  region  (IL,  KY,  OH),  and  northern  California.  These 
networks  represent  a  large  share  of  the  ESRD  population. 

3.2.2  General  Characteristics  of  Demonstration  Enrollees  Compared  to  ESRD 
DuLYSis  Population 

Tables  7  and  8  contrast  the  demonstration's  enrollees  with  the  ESRD  dialysis 
population  in  terms  of  demographic,  social,  and  disease  characteristics.. 

Given  the  demonstration's  intent  to  help  only  the  very  sick,  it  is  not  surprising  that  the 
enrollees  in  the  demonstration  were  somewhat  older  and  much  sicker.  Demonstration 
enrollees  were  about  7  or  8  years  older  (and  as  a  result,  more  likely  to  be  female),  but  were 
comparable  to  the  general  dialysis  population  in  having  had  ESRD  for  only  2  or  3  years. 
However,  demonstration  enrollees  had  much  higher  rates  of  diabetes  as  the  primary  cause  of 
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Table  5:  Summary  of  Demonstration  Enrollment  and  Outcomes 


Few  patients  enrolled  from  a  limited  number  of  facilities,  many  died  and  few  received  aides 


No.  of 
Patients 

No.  of 
Networks 

No.  of 
Units 

No. 
Withdrew 

No. 
Died 

No. 
Alive 

No.  of 
Ex  peri- 
mentals 

No.  of 
Controls 

No.  Who 
Used  a  Paid 
Aide 

Date  of  Enrollment 

9! 

14 

38 

14 

60 

17 

46 

45 

21 

45 

49 

(of  18) 

(of  2347) 

(of  9 1 ) 

(of  91) 

(of  91) 

^of  91) 

(of  91) 

(of  46) 

10/92-3/93: 

10 

1  1 

78% 

2% 

15% 

66% 

19% 

51% 

49% 

47% 

4/93-9/93: 
10/93-4/94: 

22 
14 

24 
16 

Table  6:Dlstrlbutlon  of  Demonstration  Enrollees  by  ESRD  Networks 

Most  Networks  Participated  but  a  few  h;d  most  of  the  enrollment 


1  Network 

No.  of 

No. 

% 

Facilities  Enrolled 

Enrolled 

1  1 

0 

0 

0.00% 

2 

2 

4 

4.44% 

3 

1 

1 

1.11% 

4 

5 

29 

32.22% 

5 

6 

15 

16.67% 

6 

0 

0 

0.00% 

7 

3 

3 

3.33% 

8 

1 

4 

4.44% 

9 

0 

0 

0.00% 

10 

2 

A 

4.44% 

11 

1 

1 

1.11% 

12 

3 

4 

4.44% 

13 

2 

7 

7.78% 

14 

1 

1 

1.11% 

15 

6 

10 

11.11% 

16 

3 

4 

4.44% 

0 

0 

0.00% 

_  5e 

3 

3 

3.33% 

Table  7:  General  Characteristics  of  Demonstration  Enrollees  vs.  ESRD  Dialysis  Population 


r 

1  Qendflr 

Race  (%aach) 
While     Black  Olhef 

Age  (Years) 
Mean  Median 

Years  Since 
Kidney  Failure 

Mean  Median 

Cause  ol  Renal  Failure  (%  each) 

Olabe-     Hyper     Glomer-  other 
lea      tension  "'o"»Ph- 

Dwnontlrallon 
PMlmU  (N«S4)" 

46.4  53.6 

61.9        35.7  2.4 

65.7  70.2 

3.2  2.2 

41.7        23.8         10.7  22.9 

All  ESRO  Dialysis 
Pailsnts  as  ol 

12/31/91  {N=143,360)'" 

52.4  47.6 

59.7        35.3  5.0 

58.6  61.6 

3.7  2.2 

27.7        27.4         14.8  30.1 

*  Other  includes  Asian/Pacific  Islander.  Native  American,  Unknown  and  Other 
"  Age  and  Vintage  as  of  enrollee's  study  start  date  (1992-1994) 
HCFA.  BDMS.  ESRD  PMMIS  -  April.  1994  Update 


:  Social  Characteristics  of  Demonstration  Enrollees  vs.  ESRD  Diaiysis  Population 


DGmo 

rop  n 

MARITAL  STATUS 

Married 

35  21% 

\J*J-£,  I  /O 

Hy.DU  To 

Widowed 

29.58% 

18.40% 

Separated 

2.82% 

4.80% 

Divorced 

14.08% 

1 1 .30% 

Single 

12.68% 

15.90% 

missing 

5.63% 

na 

#  HOUSEHOLD 

MEMBERS*** 

1 

15.09% 

7.76% 

2 

49.06% 

52.39% 

3 

16.98% 

20.28% 

4  or  more 

18.87% 

19.56% 

EDUCATIONAL 

STATUS 

<  high  school  grad 

44.62% 

45.40% 

high  school  grad 

27.69% 

33.40% 

some  college 

12.31% 

12.30% 

college  grad 

15.38% 

9.00% 

*  Demo  information  based  on  beneficiary  surveys  (N=7i) 

**  ESRD  population  based  on  Case  Mix  Adeouacy  Survey  of  diaiysis  patients(N=4223) 
•**  Based  on  n=53  and  n=3323  for  demo  and  ESRD  pop.  respectively 


NotePercentages  and  averages  for  each  category  are  based  on  reported  records. 


renal  failure  (42  percent  vs.  28  percent).  Diabetes  as  the  cause  of  renal  failure  is  the  highest 
risk  factor  for  morbidity  and  mortality  among  ESRD  patients. 

Since  the  experiment  was  intended  for  those  extremely  sick  patients  who  did  not  have 
someone  to  help  them  with  dialysis,  it  is  not  surprising  that  the  demonstration  enrollees  came 
from  smaller  households.  Fewer  participants  were  married,  while  more  were  divorced  and  a 
substantially  higher  percentage  was  widowed.  Also,  the  percentage  of  people  who  reported 
livmg  alone  was  greater  among  the  demonstration  sample. 

3.2.3  Clinical  Characteristics  of  Demonstration  Enrollees  Compared  to  ESRD 
Dialysis  Population 

Table  9  confirms  the  fact  that  demonstration  enrollees  were  generally  much  sicker  than 
-  the  general  ESRD  dialysis  population. 

Arrhythmia,  or  irregular  heart  beat,  is  a  very  serious  condition  that  predisposes  patients 
to  sudden  death.  Its  rate  is  much  higher  in  the  population  from  the  demonstration  than  for  all 
ESRD  dialysis  patients  (39  percent  vs.  28  percent).  The  comorbidity  factors  that  most 
generally  indicate  coronary  or  artery  disease  (CHD  CAD)  were  only  slightly  elevated  in  the 
demonstration  group  (CHD.  CAD,  or  CAnG^   However,  the  comorbidities  indicating  the 
most  serious  degree  of  CAD  CHD  are  much  more  elevated.  Mvocardial  infarcrinn  and  cardiac 
arrest  were  both  nearly  double  the  general  rate. 

Problems  of  cerebrovascular  disease  (e.g.,  stroke)  are  also  notable.  Cerebrovascular 
accident,  the  more  serious  category  of  cerebrovascular  disease,  is  sharply  higher  (33  percent 
vs.  13  percent)  among  demonstration  enrollees.  Even  the  rarer,  milder  form,  i.e.,  transient 
ischemic  attack,  is  also  higher  (4.5  percent  vs.  3.1  percent).  Another  serious  condition,  poor 
blood  circulation  due  to  peripheral  vascular  disease  including  claudication,  is  almost  twice  as 
high  in  this  population.  Claudication  is  limping  caused  by  lack  of  blood  supply  to  the  legs,  a 
sign  of  peripheral  vascular  disease.  This  elevated  rate  is  consistent  with  the  ambulation 
problems  characteristic  of  demonstration  patients.  Overall,  the  large  excess  in  severe  CHD, 
CAD,  peripheral  vascular  disease,  and  cerebrovascular  disease  among  demonstration  patients 
mdicates  a  consistent  pattern  of  arteriosclerotic  disease  which  is  cleariy  associated  with 
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elevated  mortality  risk  (USRDS,  1992).  C.ng.,n,^taLMi^  .  much  more  frequent  m  the 
demonstration  em-ollees,  but  not  in  ,ts  more  severe  form,  i.e.,  mUmonary^dema. 

Cancer  is  also  a  risk  factor,  and  neoclasms  are  elevated  among  demonstration  enrollees 
Worse,  the  severe  cancer  of  known  metastases,  though  mfrequent  m  either  population,  is 

almost  three  times  more  common  in  the  demonstration  group.  Chronic  ohsrn,.Hv.  p.,.  ^, 

disease  is  somewhat  higher  in  the  demonstration  population,  but  not  strikingly  so.  In  its  more 
serious  form,  requiring  the  prescription  of  homeoxygen,  there  is  little  difference. 

Hepatitis  is  lower  among  enrollees  but  it  is  rather  rare  and  may  have  been  poorly 
documented  by  the  demonstration  units'  records  sent  to  the  networks  for  data  abstraction;  the 
only  two  reported  instances  were  marked  "suspected." 

Other  comorbidities  (e.g. ,  hypertension)  either  had  little  difference  between  the  two  • 
groups  or  were  of  lesser  clinical  significance,  or  both.  AIDS  and  HIV  were  not  disclosed  for 
most  patients. 

The  severity  of  comorbid  conditions  is  much  more  important  than  the  number  of 
conditions.  The  demonstration  group  has  more  conditions  by  total  numerical  count  Oust  over 
four  vs.  three).  More  importantly,  demonstration  enrollees  are  higher  in  prevalence  of  truly 
serious  conditions. 

In  addition  to  comorbid  conditions,  nutritional  status  gives  an  indication  of  a  patient's 
well  being.  Undernourishment  is  also  an  indicator  of  high  risk  for  ESRD  patients.  Table  9 
presents  several  relevant  measures.  Serum  albumen  levels  are  lower  for  enrollees.  Lower 
values  indicate  higher  risk,  and  there  is  a  steep  gradient  of  mortality  associated  with  lower 
levels.  A  risk-raising  judgment  of  undemourishmenr  for  30  percent  of  demonstration  enrollees 
is  much  higher  than  the  17  percent  general  rate.  By  contrast,  the  rate  of  obesity  was  about  a 
third  lower  in  the  demonstration  group  than  in  general.  Finally,  serum  creatinine  is  another 
indicator  of  high  mortality  risk  in  dialysis  patients.  This  outcome  measure  appears  to  relate 
more  to  the  extent  of  a  patient's  muscle  mass  rather  than  to  the  level  of  kidney  function. 
Demonstration  patients  had  less  muscle  mass,  again  indicating  poor  nutrition.  The  two  groups 
varied  slightly  in  terms  of  percentage  of  well-nourished  patients,  which  included  the  remaining 
patients  in  addition  to  those  who  had  missing  data  and  therefore  were  not  reported.  Other 


clinical  indicators  listed  at  the  bottom  of  Table  9  (e.g..  ChokaeroLLev^  e.ther  had  little 
difference  between  the  two  groups  or  were  of  lesser  climcal  significance,  or  both. 

The  presence  of  more  comorbid  conditions  and  poorer  nutritional  stams  indicates  that 
the  patients  who  enrolled  in  the  demonstration  were  sicker  than  the  average  person  with 
ESRD.  This  finding  should  not  be  surprising  due  to  the  patient  criteria,  and  it  probably  lends 
some  explanation  to  the  high  death  rate  of  the  demonstration  enrollees. 

3.2.4  Characteristics  of  Enrollees  -  Sluvey  Results 

The  survey  of  the  demonstration  enrollees  yielded  71  responses.  Thirty-eight  of  these 
surveys  were  conducted  with  the  participant  him/herself.  Thirty-three  were  conducted  with 
proxies  for  the  beneficiary  (e.g.,  family  member,  care-giver)  because  the  beneficiary  had 
expired  or  was  incapable  of  responding  directly.  Responses  from  proxies  were  far  less 
complete  than  those  obtained  directly  from  the  beneficiaries.  Many  of  the  subjective  questions 
(e.g.,  those  that  related  to  beneficiaries'  attimdes  about  the  care  received)  could  only  be  asked 
of  beneficiaries  themselves. 

As  discussed  above,  the  limited  sample  size  prevented  robust  statistical  analysis 
between  the  two  groups.  However,  simple  comparisons  between  the  control  and  experimental 
groups  and  analysis  of  the  survey  sample  as  a  whole  are  possible.  Among  the  topics  covered 
by  the  survey's  range  of  questions  were  the  following:  beneficiary  satisfaction  with  dialysis 
care  (from  home-aides  and  from  centers)  prior  to  the  demonstration;  issues  related  to  traveling 
to  the  dialysis  centers;  self-reported  measures  of  health;  and  nursing  home  status.  Each  of 
these  topics  is  discussed  below. 

Beneficiary  Satisfaction:  Prior  to  enrolling  in  the  demonstration,  some  patients 
dialyzed  in-center  and  some  dialyzed  at  home.  Beneficiaries  who  had  paid  aides  (from  a 
source  other  than  Medicare)  during  the  12  months  prior  to  enrolling  in  the  demonstration  were 
asked  how  satisfied  they  had  been  with  the  level  of  care  they  received  from  paid  aides.  This 
question  was  not  asked  of  proxy  respondents.  Of  the  15  beneficiaries  who  answered  this 
question,  13  (87  percent)  responded  they  were  very  satisfied  and  14  of  the  15  (93  percent) 
responded  they  were  very  or  somewhat  satisfied.  Beneficiaries  who  had  received  dialysis 
treatment  from  dialysis  facilities  in  the  12  months  prior  to  enrolling  in  the  demonstration  were 


Table  9:  Clinical  Characteristics  of  Demonstration  Enrollees  vs.  ESRD  Dialysis  Population 


COMORBID  CONDITIONS  (%  for  each) 
Arrtiythmia  or  Atrial  Fibrillation 

CHD  or  CAO  or  CABG 
Myocardial  Infraction 
Cardiac  Arrest 

Cerebrovascular  Accident 
Transient  Ischemic  Attacic 


Oemo 
Enrollees' 


Peripheral  Vascular  Disease  or  Claudication       39.40%  21.60% 


Congestive  Heart  Fairure 
Pulmonary  Edema 

Neoplasm 
Known  Metastases 

Chronic  Obstructive  Pulmonary  Disease, 

including  Asthma 
Home  Oxygen  Prescril)ed 

Hepatitis 


History  of  Hypertension 
Cirrhosis 
Pericarditis 
HIV  status 

AIDS  diagnosis  


NO.  OF  COMORBIDITIES  (avg/person) 


OTHER  INDICATORS: 

Serum  Albumin  (Avg.  g/dL) 

Under-nourished/cachetic 

Obese 

Serum  Creatinine  (Avg.  mg/dL) 

Cardlomegaly  by  X-ray  (%  having) 
Left  Ventricular  Hypertrophy  {%  having) 
Cholesterol  Level  (Avg.  mg/dL) 
Serum  Phosphorus  (Avg.  mg/dL) 
Hematocrit  Level  (%) 


39.40% 

50.00% 
30.30% 
4.50% 

33.30% 
4.50% 


69.70% 
18.20% 

15.20% 
4.50% 


27.50% 

45.60% 
14.70% 
2.50% 

12.80% 
3.10% 


42.00% 
20.30% 

9.50% 
1.70% 

13.20% 

1.40% 

3.40% 

84.00% 
1.60% 
6.20% 
0.70% 
0.40% 


4.21 

3.12 

3.37 

3.69 

30.30% 

17.10% 

12.10% 

17.50% 

7.39 

11.11 

50% 

44.90% 

34.80% 

39.00% 

169.28 

175.97 

5.38 

5.96 

28.79%  1 

28.55% 

*  Demo  information  based  on  Medical  Record  Fomis  received  (N=66) 

"  ESRD  population  based  on  Case  Mix  Adequacy  Survey  of  dialysis  patients  (N=4223) 

***  Suspected  to  have  condition 


asked  how  sa,isned  >hey  had  been  with  ,heir  ,rea,me„,.  The  question  was  no,  aslced  of  proxy 
respondents.  Of  the  24  beneficiaries  who  responded  to  this  question,  13  (54  percent,  said  they 
were  vety  satisfied  with  the  care  they  received,  and  21  of  the  24  (88  percent)  said  they  were 
very  satisfied  or  somewhat  satisfied.  In  general,  the  responses  to  this  categoty  of  questions  on 
the  sun-ey  indicated  a  high  degree  of  satisfaction  with  care  received  by  the  beneficiaries  in 
both  the  home  and  facility  settings. 

Travel  to  Dialysis:  Beneficiaries  who  previously  dialyzed  at  dialysis  facilities  were 
asked  about  the  mode  of  transportation  by  which  they  traveled  to  the  facility.  These  questions 
were  asked  of  proxy  respondents,  as  well.  When  asked  if  the  beneficiary  traveled  by 
ambulance,  20  said  yes,  27  said  no,  one  did  not  know,  and  23  (mostly  proxy  respondents)  did 
not  respond  to  this  item.  Thus,  42  percent  of  those  who  responded  to  this  question  and  28 
'  percent  of  the  whole  sample  said  they  used  an  ambulance  to  travel  to  the  dialysis  facility.  The 
most  frequently  acknowledged  form  of  transportation  was  by  a  private  vehicle  or  other  free 
transportation;  39  percent  of  the  whole  sample  (58  percent  of  those  who  responded) 
acknowledged  using  this  form.  Also  frequently  cited  was  the  use  of  a  van  or  ambulette 
service;  25  percent  of  the  whole  sample  (38  percent  of  those  who  responded)  cited  this  means. 
(Many  respondents  indicated  they  used  multiple  means  of  transportation.) 

Of  the  20  responding  patients  and  proxies  who  said  that  ambulances  were  used  for 
transportation  to  dialysis  prior  to  the  demonstration,  15  (75  percent)  said  the  bill  for  this  travel 
was  paid  fully  or  in  part  by  Medicare.  Ambulance  travel  to  maintenance  dialysis  is  a 
Medicare-covered  service  if  there  is  medical  necessity  and  if  the  destination  is  a  hospital-based 
dialysis  facility.  It  is  possible  that  some  of  the  ambulance  use  was  to  freestanding  dialysis 
facilities,  or  that  medical  necessity  was  not  certified  and,  in  those  cases.  Medicare  presumably 
did  not  pay.  However,  of  the  27  respondents  who  reported  that  a  taxi,  limousine,  van,  or 
ambulette  was  used  to  travel  to  dialysis  prior  to  the  demonstration,  22  percent  said  Medicare 
paid  something  for  this  service.  But  transportation  in  these  vehicles  is  not  a  Medicare-covered 
service.  It  seems  likely  that  some  respondents  may  have  been  confused  about  payment 
sources,  possibly  confusing  Medicare  from  Medicaid,  since  the  latter  does  pay  for  a  substantial 
and  varied  amount  of  dialysis  transportation. 
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Additional  information  acquired  anecdotally  throughout  the  demonstration  suggested 
inadequacies  in  some  of  the  transport  systems  may  explain  patients'  interest  in  home  aides. 
Common  complaints  were: 


o       The  schedule  of  many  health-related  transport  systems  does  not  fit  well  with  dialysis 

schedules.  Dialysis  facilities  often  dialyze  people  in  4-hour  shifts  and  a  patient  arriving 
too  late  may  not  have  sufficient  time  on  the  machine,  or  a  patient  anxious  not  to  miss 
the  ride  will  insist  on  terminating  the  session  premamrely. 

0        Drivers  in  "curb  to  curb"  transport  systems,  as  well  as  dialysis  staff,  often  will  not 

assist  patients  into  and  out  of  the  vehicles  and  up  to  the  door,  due  to  time  constraints  ' 
and/or  concerns  about  insurance  liability  limitations.  Some  patients  needing  assistance 
must  pay  someone  to  ride  with  them  three  times  a  week  to  the  dialysis  facility,  wait  3 
or  4  hours,  and  ride  with  them  on  the  remm  trip,  for  the  sole  purpose  of  providing 
assistance  to  and  from  the  vehicles. 


0        Some  "portal  to  portal"  transport  systems  operate  only  within  a  city  or  county,  and 
even  wheelchair  and  stretcher  patients  may  have  to  be  unloaded  at  the  boundary  line 
and  loaded  onto  another  vehicle  operating  in  the  other  geopolitical  jurisdiction,  three 
times  a  week,  going  to  and  from  dialysis. 

o        Medicare  carriers  and  intermediaries  make  coverage  decisions  that  often  differ  from 
tiiose  made  by  their  counterparts  elsewhere  in  the  U.S.,  not  only  in  regard  to  what 
constitutes  medical  necessity  for  an  ambulance  to  dialysis,  but  also  in  regard  to  whether 
a  gumey,  which  would  permit  a  stretcher  patient  to  be  transported  to  dialysis  in  the 
family  van,  is  "durable  medical  equipment"  and  covered  by  Medicare. 

o        Wheelchair  patients  are  often  mishandled  by  transport  system  employees  authorized  to 
assist  them,  but  poorly  trained  for  the  task.  During  the  course  of  the  demonstration, 
several  incidents  were  recounted  of  (non-enrolled)  wheelchair  patients  inadequately 
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secured  m  wheelchair  vans  and  thrown  onto  the  floor  during  the  r.de;  in  one  case,  the 
patient  died  as  a  resuh. 

Health  Measures:  As  was  noted,  the  smallness  of  the  sample  prevents  effective 
comparison  between  the  treatment  group  and  the  control  group.  However,  taken  as  a  whole, 
the  survey  responses  reveal  a  population  with  high  morbidity.  For  example,  of  the  37 
beneficiaries  who  responded  to  the  question  asking  them  how  much  bodily  pain  they  had 
suffered  during  the  last  4  weeks,  23  (62  percent)  said  they  had  suffered  moderate,  severe,  or 
very  severe  pain.  Other  items  relating  to  functional  stams  corroborate  this  picmre  of  medically 
and  physically  compromised  patients,  as  would  be  expected  given  the  demonstration's 
eligibility  criteria. 

Nursing  Home  Status:  Of  the  71  respondents,  16  (23  percent)  reported  that  they  (or 
-  the  beneficiary  for  whom  they  responded)  lived  in  a  nursing  home  or  instimtion.  Residents  of 
SNFs  were  excluded  from  the  demonstration,  so  it  is  likely  some  of  these  23  percent  resided  in 
other  types  of  instimtions  (e.g.,  intermediate  care  facilities)  or  were  admitted  to  SNFs  later  in 
the  demonstration  without  notice  being  given  of  a  formal  withdrawal. 

3.3  Outcomes 

3.3.1  Withdrawal  from  the  Demonstration 

Of  the  91  randomized  patients,  14  withdrew  from  the  demonstration;  10  experimentals 
before  receiving  services,  and  4  controls.  One  unit  withdrew  all  four  of  its  patients  when  the 
random  assignment  only  gave  aides  access  to  half  its  patients;  in  its  view,  the  "wrong"  ones. 
Withdrawals  left  77  patients  in  the  demonstration  (41  control  group  patients  and 
36  experimental).  Possibly,  notices  of  formal  withdrawals  were  more  likely  to  be  submitted 
for  patients  m  the  experimental  group  dian  for  controls,  since  the  reason  for  withdrawal 
usually  interrupted  the  process  of  preparation  for  an  aide.  Usually,  patients  were  withdrawn 
because  they  had  become  too  ill  for  home  dialysis,  or  had  been  admitted  to  a  hospital  or 
nursing  home  while  the  facility  was  in  the  process  of  obtaining  an  aide  or  getting  a  dialysis 
machine  installed  in  the  home.  In  one  case,  the  home  water  supply  could  not  be  adequately 
conditioned  for  dialysis. 
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3.3.2  Home  Aide  Services 

Only  20  of  the  36  experimental  patients  who  had  not  withdrawn  from  the  demonstration 
received  an  aide.  Among  the  16  who  did  not,  12  died  before  the  shift  to  home  care  could  take 
place,  and  4  were  still  alive  and  awaiting  aides  at  the  time  data  analysis  began. 

Facilities  that  provided  home  hemodialysis  aides  to  enrollees  in  the  experimental  group 
were  asked  to  provide  information  about  the  aide.  This  information  was  provided  for  20 
patients  who  received  aide  services.  These  20  patients  were  served  by  17  aides  (2  aides  served 
2  patients  each;  1  aide  served  3  patients;  1  patient  had  2  aides). 

Only  10  of  the  17  aides  had  any  education,  training,  or  credentials  in  health  care.  Two 
were  certified  in  cardio-pulmonary  resuscitation  (CPR);  diree  were  LPNs;  three  were  certified 
as  dialysis  technicians;  one  was  certified  as  a  nurse's  assistant;  and  one  was  an  RN.  However,, 
in  years  of  experience  with  dialysis,  aides  ranged  from  1  to  13,  with  the  median  being  6  1/2 
years.  Six  had  no  previous  experience  as  a  home  hemodialysis  aide,  and  one  had  8  years  of 
experience;  the  median  was  1  1/2  years  of  experience. 

Half  of  the  aides  travel  less  than  an  hour  going  to  and  from  the  patient's  home;  half 
travel  an  hour  or  more.  The  range  is  from  20  minutes  to  3  hours.  In  the  absence  of  data,  one 
hour  of  travel  time  had  been  factored  into  the  rate-setting  formula.  This  data  suggest  the 
factor  was  probably  adequate. 

3.3.3  Dialysis  Outcomes 

Table  10  shows  various  treatment  factors  dealing  with  hemodialysis.  In  contrast  to  the 
general  ESRD  population,  the  enrollees,  possibly  due  to  their  poorer  health,  had  a  longer 
average  hemodialysis  session  and  more  sessions  per  week.  Recombinant  human  erythropoietin 
(EPO)  is  a  drug  to  treat  anemia  of  ESRD  patients,  and  smdies  have  shown  it  improves 
patients'  quality  of  life  (USRDS,  1994).  The  percent  of  demonstration  patients  receiving  EPO 
was  88  percent,  which  is  around  17  percentage  points  higher  than  for  odier  ESRD  patients.  A 
marked  difference  between  the  two  samples  was  in  reuse  of  the  dialyzer:  75  percent  of  the 
national  sample  had  reuse  compared  to  only  14  percent  of  the  demonstration  patients.  For 
extremely  sick  ESRD  patients,  the  dialyzer  is  often  not  reused,  so  the  low  reuse  among  the 
participants  might  reflect  a  more  medically  precanous  population.  This  could  also  be  a 

26 


TABLE  10:  Treatment  Ctiaracterlstlcs  of  Demonstration  Enroilees  vs.  ESRD  Dialysis  Population 


Demo 

ESRD 

Enroilees* 

Pop'n" 

EPO  (%) 

88.50% 

71.30% 

Acetate  Bath  (%) 

12.90% 

14.60% 

Bicarbonate  Batt)  (%) 

87.10% 

83.60% 

Avg.  tiemo  time  (hrs) 

3.35 

3.25 

avg.  #  of  sessions/wl( 

3 

2.92 

reuse(%) 

14.30% 

75.40% 

•  Demo  information  based  on  Medical  Record  Forms  received  (N=66) 

"  ESRD  population  based  on  Case  Mix  Adequacy  Survey  of  dialysis  patients  (N=. 


facility-related  factor,  i.e.,  facilities  participating  in  the  demonstration  may  be  less  likely  to 
reuse  dialyzers  dian  would  dialysis  facilities  in  general . 

TTie  medical  record  data  collected  by  the  ESRD  networks  in  6-month  reports  for  each 
patient  was  analyzed  to  compare  experimental  patients  with  control  patients  in  terms  of  climcal 
indicators  diat  measure  adequacy  of  care.  There  was  at  least  one  6-month  report  for 
16  (80  percent)  of  the  20  experimental  patients  who  had  aides,  and  for  28  (62  percent)  of  the 
45  controls,  but  for  only  5  (19  percent)  of  the  26  experimental  patients  who  never  received 
aides. 

The  total  number  of  reports  for  each  of  these  3  groups  showed  a  similar  pattern:  a  total 
of  28  6-month  reports  for  the  16  experimental  patients  who  had  aides  (an  average  of  1.75  per 
patient);  48  reports  for  the  28  controls  (an  average  of  1 .71  per  patient);  and  only  1  report 
each  for  the  5  experimentals  who  never  received  aides. 

Values  from  five  items  of  data  were  used  from  each  of  the  6-month  reports,  to  measure 
the  quality  of  care: 

Kt/V  Urea  (delivered)  =  >  1.0  -  1st  quarter  of  the  6-month  period 
Kt/V  Urea  (delivered)  =  >  1.0  -  2nd  quarter  of  the  6-month  period 
Pre-/post-dialysis  BUN  reduction  =  >60%  -  1st  quarter  of  the  6-month  period 
Pre-/post-dialysis  BUN  reduction  =  >60%  -  2nd  quarter  of  the  6-month  period 
Senim  albumen  =  >3.5  gm/dl  in  at  least  two  of  the  three  months  prior  to  the 
date  of  the  medical  record  abstraction 

Thus,  there  were  140  data  points  (5  items  of  data  in  each  of  28  reports)  for  the  experimental 

patients  who  had  aides;  240  data  points  (5  items  of  data  in  each  of  48  reports)  for  the  controls; 

and  25  data  points  (5  items  of  data  in  each  of  5  reports)  for  the  experimental  patients  who 

never  received  aides.  Data  were  actually  available  for  71  percent  of  the  data  points  for 

experimentals  who  had  aides;  68  percent  of  the  data  points  for  controls;  and  84  percent  of  the 

data  points  for  experimental  patients  who  never  received  aides. 

Scoring  was  binary  at  each  data  point,  i.e. .  adequate  or  inadequate.  For  example, 

Kt/V  was  equal  to  or  greater  than  one,  which  was  considered  to  be  adequate,  or  it  was  less 

than  one,  which  was  considered  to  be  inadequate.  This  coding  permitted  an  overall  score  to  be 

calculated  as  the  ratio  of  adequate  outcomes  to  inadequate  outcomes.  In  terms  of  this  ratio, 

experimental  patients  who  received  aide  services  had  5.6  adequate  outcomes  for  every  one 


o 
o 
o 
o 
o 
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inadequate;  controls  had  2.1  adequate  outcomes  for  every  one  inadequate;  and  experimental 
patients  who  had  not  received  aides  had  2.0  adequate  outcomes  for  every  one  inadequate. 

There  are  three  possible  explanations  for  these  differences:  One  explanation  is  that  the 
observed  differences  across  demonstration  groups  are  an  artifact  created  by  the  small  numbers 
of  patients  in  each  group,  and  would  not  be  observed  with  larger  groups.  A  second 
explanation  is  the  small  group  of  patients  who  were  randomly  assigned  to  receive  home  aides 
and  who  acmally  used  these  aide  services,  differed  in  some  unobserved  but  important  respects 
from  the  other  control  and  experimental  patients.  For  example,  the  patients  who  used  home 
dialysis  aides  may  have  been  more  stable  and  had  fewer  comorbidities  than  those  who  did  not 
use  home  dialysis  aides,  making  them  better  candidates  for  home  dialysis  and  yielding  better 
dialysis  outcomes.  The  patients  who  survived  to  receive  aides,  in  that  they  were  not 
withdrawn  from  the  demonstration  and  did  not  die  before  they  could  receive  an  aide,  were 
probably  healthier  and  might  have  had  better  outcomes  than  the  others  regardless  of  dialysis 
location  or  services.  A  third  explanation  is  that  dialyzing  at  home  with  a  trained  aide,  rather 
than  traveling  to  dialysis  facilities,  resulted  in  better  dialysis  outcomes. 

3.3.4  Mortality 

The  overall  death  rate  was  high.  During  the  2  year  and  9  month  period  smdied, 
78  percent  of  the  enrollees  died.  However,  although  the  numbers  are  too  small  for  conclusions 
to  be  drawn,  it  is  interesting  to  note  there  was  a  lower  mortality  rate  among  those  patients  who 
did  receive  aides.  As  of  January  1,  1995  (8  months  after  the  end  of  the  enrollment  period),  67 
percent  (14  out  of  21)  of  the  experimental  patients  who  received  aides  had  died,  by  contrast  to 
80  percent  (12  out  of  15)  of  the  experimental  patients  who  did  not  receive  aides,  and  83 
percent  (34  out  of  41)  of  the  controls. 

As  with  the  dialysis  outcome  data,  the  same  three  explanations  for  these  mortality  rates 
apply:  Given  the  small  number  of  patients,  the  observed  mortality  rates  may  be  an  artifact  that 
would  not  be  replicated  with  larger  groups;  the  patients  who  used  home  aides  may  be  a  select 
subset  of  the  entire  demonstration  population  who  might  have  had  better  survival  rates 
regardless  of  dialysis  location  or  services;  or,  possibly,  home  dialysis  with  an  aide  may  reduce 
mortality. 
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3.3.5   Medicare  Costs  for  Paid  Home  Hemodialysis  Aides 

HCFA's  Office  of  Demonstration  Support  processed  the  claims  for  all  home  aide 
under  this  demonstration.  From  these  claims,  costs  per  respondent  can  be  ascertained  Note 
that  these  figures  reflect  both  differences  in  umt  costs  across  participants  and  differences  in 
utilization. 

Twenty-one  participants  in  the  demonstration  were  members  of  the  experimental  group 
and  eventually  received  a  home  hemodialysis  aide.  Two  grandfathered  (former  HIC)  patients 
also  received  home  aides  as  part  of  the  program  but  were  not  members  of  the  experimental 
group.  Claims  for  services  they  received  are  included  in  these  measures  of  the  costs  of 
services  received  from  prog  ram- related  home  aides.  Thus,  diere  are  23  participants  whose 
claims  are  included  in  these  calculations. 

The  earliest  claims  from  the  demonstration  are  from  April  1992,  the  date  patients  began 
enrolling  in  the  program.  The  most  recent  processed  claims  are  through  the  end  of  1994. 
Over  this  period,  total  program  claims  equal  $152,133.  This  amounts  to  an  average 
expendimre  per  aide-recipient  of  $6,614  during  this  period. 

The  average  claims  charge  per  month  of  participation  for  die  23  enrollees  is  $573.^ 
The  average  number  of  months  with  bills  to  HCFA  is  10  per  enrollee.  As  of  January  1,  1995, 
of  the  original  23  individuals,  7  -  one  of  whom  was  a  grandfathered  (HIC)  patient  -  were  still 
receivmg  home-aide  care  under  the  auspices  of  this  program.  Participants  who  received  only  1 
or  2  months  of  care  had  much  lower  average  charges  per  month  and  per  claim.  Excluding 
those  who  received  less  than  3  months  of  services,  the  average  charge  per  month  was  $643. 


Number  of  months  of  participation  is  determined  from  the  date  of  the  first  claim  processed  by  HCFA  through  the  date 
of  the  latest  claim  processed.  This  reflects  when  an  individual  actually  began  receiving  care  under  the  program  and 
the  individual's  current  status  (i.e.,  presently  receiving  home  aide  services,  no  longer  receiving  these  services, 
expired.) 
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Conclusions 


The  demonstration  had  too  few  enrollees  to  support  statistical  analysis,  and  the  data  can 
only  be  regarded  as  suggestive.  However,  the  following  conclusions  can  be  tentatively 


drawn: 


The  vast  majority  of  patients  in  this  demonstration  were  not  distressed  with  their  pre- 
demonstration  dialysis  arrangements  -  93  percent  (14  out  of  15)  of  those  who  had 
home  hemodialysis  aides  paid  by  insurers  other  than  Medicare,  and  88  percent  (21  out 
of  24)  of  those  who  had  in-facility  dialysis,  responded  they  had  been  somewhat  or  very 


satisfied. 


The  eligibility  criteria  that  were  Congressionally-mandated  for  this  demonstration,  in 
general,  characterize  patients  who  are  too  ill  for  home  hemodialysis.  Thus,  a  home 
hemodialysis  aide  is  not  likely  to  be  an  alternative  for  most  patients  for  whom  an 
ambulancie  is  medically  necessary. 


Ambulance  transport  to  dialysis  was  physician-certified  as  medically  necessary  for 
every  one  of  the  patients  in  this  demonstration.    Yet  die  majority,  mcluding  many  of 
the  sickest  patients,  were  using  other  forms  of  transportation  before  the  demonstration 
began  (mostly  private  vehicles,  ambulates,  and  vans).   This  was  because  the  vast 
majority  of  enrollees  were  from  independent,  i.e.,  not  hospital-based  facilities,  and 
Medicare  does  not  pay  for  ambulance  transport  to  independent  facilities,  which 
comprise  the  majority  of  dialysis  facilities. 

The  patients  who  were  enrolled  in  the  demonstration  were  somewhat  older  and  much 
sicker  than  the  ESRD  population  in  general,  with  far  more  comorbid  conditions 
documented  m  medical  records.  During  the  2  year  and  9  month  period  smdied,  78 
percent  of  the  enrollees  died.  This  is  nearly  twice  the  mortality  rate  than  among  the 
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general  ESRD  population,  which  had  a  40  percent  mortality  rate  over  a  comparable 
period. 


o        The  rate-setting  formula  that  was  Congressionally-mandated  yielded  rates  that  were 

probably  low,  relative  to  the  care  requirements  of  many  of  these  patients.  The  majority 
of  the  aides  used  in  this  demonstration  had  dialysis  experience,  but  carried  little  in  the 
way  of  health  care  credentials. 

0        Although  the  numbers  are  small  and  do  not  permit  conclusions  about  quality  of  care, 
demonstration  patients  who  dialyzed  at  home  with  the  assistance  of  aides  had  better 
dialysis  outcomes  and  a  lower  mortality  rate  than  control  and  experimental  patients  who" 
did  not  have  demonstration  aides  for  home  dialysis. 

4.1     Plans  FOR  Additional  Analyses 

A  series  of  additional  analyses  have  been  added  using  larger  data  sets,  including 
HCFA's  information  systems,  to  explore  issues  that  interested  the  Congress  but  could  not  be 
addressed  through  the  demonstration,  given  the  small  number  of  patients  enrolled. 

Abt  Associates  with  The  Urban  Institute  will  perform  case  studies  of  ambulance  and 
nursing  home  use.  In  order  to  gain  insight  into  costly  ambulance  use  among  ESRD  patients, 
heavy  users  will  be  identified  (e.g.,  those  who  exceed  a  predetermined  dollar  or  use  limit,  or 
specific  percentage  level  for  either  usage  or  dollars).    Interviews  will  be  conducted  with  a 
number  of  dialysis  providers  serving  this  group  of  patients,  to  explore  patterns  and  determine 
factors  necessitating  ambulance  use,  with  a  view  to  possible  policy  implications. 

Another  case  smdy  concerns  residents  of  nursing  homes.  Evaluation  staff  will  identify 
ESRD  patients  who  reside  in  nursing  homes,  match  them  with  their  principal  dialysis  provider, 
and  interview  the  dialysis  and  nursing  home  providers.  The  purpose  is  to  understand  whether 
dialysis  services  could  be  provided  m  nursing  homes,  what  barriers  exist,  and  whether  this 
service  location  could  reduce  costly  (and  hazardous)  ambulance  trips  for  frail  persons  requiring 
thrice-weekly  dialysis.  In  addition,  staff  will  identify  the  intersection  of  the  two  populations 
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and  will  conduct  statistical  comparisons  of  these  patients  with  the  rest  of  the  ESRD 
population. 

Another  study  will  identify  unusually  high-cost  ESRD  patients  and  determine  through 
statistical  regression  what  clinical  conditions  and  demographic  factors  are  associated. 

A  final  analysis  will  be  an  in-depth  clinical  and  managerial  investigation  of  a  few 
classes  of  extreme  outliers  to  determine  which  health  care  cost  components  distinguish  these 
highest  cost  ESRD  patients  from  lower  cost  patients.  Data  on  all  procedures  will  be  obtained 
on  these  extreme  outliers  and  matched  against  comparison  cases  which  will  be  reviewed  by 
expert  clinicians  to  consider  possible  explanations  of  differential  expenses. 

The  results  of  these  additional  analyses  are  expected  to  provide  HCFA  and  Congress 
with  more  information  that  may  be  useful  in  developing  payment  policy  alternatives  for  the 
ESRD  population. 
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Appendix  A  --  Legislation  Mandating  Demonstration 
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"(11)  for  erythropoietin  provided  during  a  subsequent 
year,  in  an  amount  determined  to  be  appropriate  by  the  Sec- 
retary, except  that  such  amount  may  not  exceed  the  amount 
detgrmined  under  this  clause  for  the  previous  year  in- 
creased by  the  percentage  increase  (if  any)  in  the  implicit 
price  deflator  for  gross  national  product  (as  published  by 
the  Department  of  Commerce)  for  the  second  quarter  of  the 
preceding  year  over  the  implicit  price  debtor  for  the 
second  quarter  of  the  second  preceding  year. ". 

(2)  Effectivs  date. — TTie  amendments  made  by  paragraph 
(1)  shall  apply  to  erythropoietin  furnished  on  or  after  January 
1,  1991. 

(d)  Self-Administered  Exytbsopoietin.— 

(1)  Ck>vEaAGE.— Section  1861(sX2)  (42  U.S.C.  1395x(sX2)),  is 
amended — 

(A)  by  striking  "and"  at  the  end  of  subparagraph  (O); 

(B)  by  adding  "and"  at  the  end  of  subparagraph  (P);  and 

(C)  by  adding  at  the  end  the  following  new  subparagraph: 

"(Q)  erythropoietin  for  home  dialysis  patients  competent 
to  use  such  drug  without  medical  or  other  supervision  with 
respect  to  the  administration  of  such  drug,  subject  to  meth- 
ods and  standards  established  by  the  Secretary  by  regula- 
tion for  the  safe  and  effective  use  of  such  drug,  and  items 
related  to  the  administration  of  such  drug;". 
(2)  Coverage  for  method  n  patients.— Section  1881(b)  (42 
U.&C.  1395rr(b))  is  further  amended— 

(A)  in  paragraph  (1) — 

(B)  by  stnking  "and  (B)"  and  inserting  "(B),  and 

(C)  by  striking  "equipment "  and  inserting  "equipment, 
and  (C)  payments  to  a  supplier  of  home  dialysis  supplies 
and  equipment  that  is  not  a  provider  of  services,  a  renal  di- 
alysis facility,  or  a  physician  for  self-administered  erythro- 
poietin as  described  in  section  1861(sX2XQ)  if  the  Secretary 
finds  that  the  patient  receiving  such  drug  from  such  a  sup- 
plier can  safely  and  effectively  administer  the  drug  (in  ac- 
cordance  with  the  applicable  methods  and  standards  estab- 
lished by  the  Secretary  pursuant  to  such  section). ";  and 

(3)  by  adding  at  the  end  of  paragraph  (11),  as  amended  by 
subsection  (c),  the  following  new  subparagraph: 

"(C)  The  amount  payable  to  a  supplier  of  home  dialysis  supplies 
and  equipment  that  is  not  a  provider  of  services,  a  renal  dialysis  fa- 
cility, or  a  physician  for  erythropoietin  shall  be  determined  in  the 
same  manner  as  the  amount  payable  to  a  renal  dialysis  facility  for 
such  item. ". 

(3)  Effective  date— The  amendments  made  by  paragraphs 
(1)  and  (2)  shall  apply  to  items  and  services  furnished  on  or 
after  July  1,  1991. 

SBC  4201.  STAFF-ASSISTED  BOMS  DIALYSIS  DEMOSSTRATION PROJECT, 
(a)  Estamusbment.— 

(1)  In  general.— Not  later  than  9  months  after  the  date  of 
the  enactment  of  this  Act,  the  Secretary  of  Health  and  Human 
Services  shall  establish  and  carry  out  a  3-year  demonstration 
project  to  determine  whether  the  services  of  a  home  dialysis 
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staff  assistant  p/vviding  services  to  a  patient  during  hemodialy- 
sis treatment  at  the  patient's  home  may  be  covered  under  the 
medicare  program  in  a  cost-effective  manner  that  ensures  pa- 
tient safety. 

(2)  Number  of  participants.— The  total  number  of  eligible 
patients  receiving  services  under  the  demonstration  project  es- 
tablished under  paragraph  (1)  mxiy  not  exceed  800. 
(b)  Payments  to  Participating  Providers  and  Facilities.— 

(1)  Services  for  which  payment  may  be  made.— 

(A)  In  general. — Under  the  demonstration  project  estab- 
lished under  subsection  (a),  the  Secretary  shall  make  pay- 
ments for  3  years  under  title  XVm  of  the  Social  Secunty 
Act  to  providers  of  services  (other  than  a  skilled  nursing  fa- 
cility) or  renal  dialysis  facilities  for  services  of  a  home  he- 
modialysis staff  assistant  provided  to  an  individual  de- 
scribed in  subsection  (c)  during  hemodialysis  treatment  at 
the  individual's  home  in  an  amount  determined  under 
paragraph  (2). 

(B)  Services  described. — For  purposes  of  subparagraph 
(A),  the  term  "services  of  a  home  hemxxiialysis  staff  assist- 
ant" means — 

(i)  technical  assistance  with  the  operation  of  a  hemo- 
dialysis machine  in  the  patient's  home  and  with  such 
patient's  care  during  in-home  hemodialysis;  and 

(ii)  administration  of  medications  within  the  pa- 
tient's home  to  maintain  the  patency  of  the  extra  corpo- 
real circuit 

(2)  AmOW^  OF  PAYMENT.— 

(A)  In  general. — Payment  to  a  provider  of  services  or 
renal  dialysis  facility  participating  in  the  demonstration 
project  established  under  subsection  (a)  for  the  services  de- 
scribed in  paragraph  (1)  shall  be  prospectively  determined 
by  the  Secretary,  made  on  a  per  treatment  basis,  and  shall 
be  in  an  amount  determined  under  subparagraph  (B). 

(B)  Determination  of  payment  amount.— (i)  The 
amount  of  payment  made  under  subparagraph  (A)  shall  be 

the  product  of  —  ,      ,  , 

(I)  the  rate  determined  under  clause  (ii)  with  respect 
to  a  provider  of  services  or  a  renal  dialysis  facility;  and 

(W  the  factor  by  which  the  labor  portion  of  the  com- 
posite rate  determined  under  section  1881(bX7)  of  the 
Social  Security  Act  is  adjusted  for  differences  in  area 

(iVlXe  rate  determined  under  this  clause,  with  respect  to 
a  provider  of  services  or  renal  dialysis  facility,  shall  be 
equal  to  the  difference  between—        .       ,  , 

m  two-thirds  of  the  labor  portion  of  the  composite 
rate  applicable  under  section  1881(bX7)  of  such  Act  to 
the  provider  or  facility  (as  adjusted  to  reflect  differ- 
ences in  area  wage  levels),  and    ,      ,      ,  , 

(II)  the  product  of  the  national  median  hourly  wage 
for  a  home  hemodialysis  staff  assistant  and  the  nation- 
al median  time  expended  in  the  provision  of  home  he- 
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modialysis  staff  assistant  services  (taking  into  account 
time  expended  in  travel  and  predialysis  patient  care). 
(Hi)  For  purposes  of  clause  (ii)(U)— 

(D  tne  national  median  hourly  wage  for  a  home  he- 
modialysis staff  assistant  and  the  national  median  av- 
erage time  expended  for  home  hemodialysis  staff  assist- 
ant services  shall  be  determined  annually  on  the  basis 
of  the  most  recent  data  available,  and 

(ID  the  national  median  hourly  wage  for  a  home  he- 
modialysis staff  assistant  shall  be  the  sum  of  65  per- 
cent of  the  national  median  hourly  wage  for  a  licensed 
practical  nurse  and  35  percent  of  the  national  median 
hourly  wage  for  a  registered  nurse. 
(C)  Payment  as  add-on  to  compostts  rate.— The 
amount  of  payment  determined  under  this  paragraph  shall 
be  in  addition  to  the  amount  of  payment  otherwise  made  to 
the  provider  of  services  or  renal  dialysis  facility  under  sec- 
tion 1881(b)  of  such  Act 
(c)   Individuals    Eligible    to   Receive    Services  Under 
Project. — 

(1)  In  general.— An  individual  may  receive  services  from  a 
provider  of  services  or  renal  dialysis  facility  participating  in  the 
demonstration  project  if— 

(A)  the  individual  is  not  a  resident  of  a  skilled  nursing 
facility: 

(B)  the  individual  is  an  end  stOM  renal  disease  patient 
entitled  to  benefits  under  title  XVuI  of  the  Social  Security 
Act; 

(C)  the  individual's  physician  certifies  that  the  individ- 
ual is  confined  to  a  bed  or  wheelchair  and  cannot  transfer 
themselves  from  a  bed  to  a  chair; 

(D)  the  individual  has  a  serious  medical  condition  (as 
specified  by  the  Secretary)  which  would  be  exacerbated  by 
travel  to  and  from  a  dialysis  facility; 

(E)  the  individual  is  eligible  for  ambulance  transporta- 
tion to  receive  routine  maintenance  dialysis  treatments, 
and,  based  on  the  individual's  medical  condition,  there  is 
reasonable  expectation  that  such  transportation  will  be 
used  by  the  individual  for  a  period  of  at  least  6  consecutive 
montfus,  such  that  the  cost  of  ambulance  transportation  can 
reasonably  be  expected  to  m£et  or  exceed  the  cost  of  home 
fiemodialysis  staff  assistance  as  provided  under  subsection 
(bX4>,  and 

(F)  no  family  member  or  other  individual  is  available  to 
provide  such  assistance  to  the  individual 

(2)  Coverage  of  individuals  currently  receiving  serv- 
ices.— Any  individual  who,  on  the  date  of  the  enactment  of  this 
Act,  is  receiving  staff  assistance  under  the  experimental  author- 
ity provided  under  section  1881(f)(2)  of  the  Social  Security  Act 
shall  be  deemed  to  be  an  eligible  individual  for  purposes  of  this 
subsection. 

(3)  Continuation  or  coverage  upon  termination  of 
project. — Notwithstanding  any  provision  of  title  XVIII  of  the 
Social  Security  Act,  any  individual  receiving  services  under  the 
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demonstmtion  project  established  under  subsection  M^ofJ^ 
^TSu  termination  of  the  project  shall  continue  to  be  eligi- 
bU  for  home  hemodialysis  staff  assisU^nce  after  '^uch  date 
undlr  suSi  Htle  on  the  same  terms  and  conditions  as  applied 
under  the  demonstration  project  c    ^  a  BBrt^r. 

(d)^MjriCATIOSS   FOR   HOME   HEMODIALYSIS   StAIT  ASSIST- 

jS.-Sbi^^^  Of  subsection  (b).  a  home  dialysis  aide  is  quali- 

^  '^(V  ^minimum  qualifications  as  specified  by  the  Secre- 

^%°i!!tts  any  applicabU  qualifications  as  specified  under  the 
law  o?t^ State  Stwhich  tie  hime  hemodialysis  staff  assistant 
is  providing  services. 

^""^^Vb^M  STATUS  REPORT.-Not  later  than  December  I 
1992  iheSecretary  shall  submit  to  Congress  a  preh^^P^ 
^j^H  on  t^7toS»  of  the  demonstration  project  established 

"'^^X^SStSi-Noi  later  than  December  SI,  1995,  the 
sJiS^^^lfStmif  to  a  final  report  evaluating  the 

^T^Znd  shall  include  in  such  ^Port  recommendations  r^ 
gafding  appropriate  eligibility  criteria  and  «w*-<^°"^^ 
nismTfor  m^icare  coverage  of  the  services  of  a  'wme  duiJysM 
auSTpwvidi^  medical  oSStancc  to  a  patient  during  hemodux- 

;£%7Z  ^Zfer  from  the  Federal  Supple^nyJ^ed^flr. 
erVmn^  Trust  Fund  (established  under  section  1841  of  the  ^ocwt  ^>e- 

(1)  For  fiscal  year  1991,  U,0O0,m). 

(2)  For  fiscal  year  1992,  $4,000,00a 
(S)  fZ  ScaZ  3Sr  1993,  $3,000,00a 
(A)  For  W  ^r  1991  $S,mOOO. 
(5)  For  %cal  ^  1995,  $1,000,000. 

SEC  4203.  EXTENSION  OP  SECONDARY  PAYOR  PROVISIONS. 

'^sTsJl^amXUm  «/  the  InUmal  Re"^  Cod.  of  m 
"  iau«  a>.  by  .tm^  "Septe-nl^  SO.im"andU. 

'^K'fl^^mZ  '.'riking  ■■1B90"  and 

striking  "January  1  1992'' and  tr^rtingOcto^  • 
(c)  Individuals  Witb  End  Stags  Renal  uisease. 
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Appendix  B  -  Telephone  Survey  and  Medical  Record  Abstraction  Forms 


Implementation  &  Evaluation 
of  the 

Staff-Assisted  Home  Dialysis  Demonstration 
INTAKE  SURVTY 


[ITEMS  IN  CAPITAL  LETTERS  ARE  INSTRUCTIONS  AND  ARE  NOT  RE.\D  ALOUD]. 

(Items  in  Iialics  explain  differences  benveen  hardcopy  version  of  inierview  and  who:  will  appear 
on  computer  screen  during  interview. } 

DATE  OF  INTERVIEW:   /  /  

MONTH        DAY  YE-AR 

[ASK  TO  SPEAK  V^TTK  DESIGNATED  RESPONDENT  OR  ACCEPTABLE  PROXY  IF 
UNAVAILABLE.  SCHEDULE  CALLBACK.] 


INTRODUCTION 

Hello.  I'm  from  Abt  .Associates,  a  research  company  in  Cambridge, 

Massacr.usetis.  We  are  doing  a  study  for  ±t  Medicare  program  on  staff-assisted  home  dialysis. 
We  are  interviewing  the  people  who  applied  to  participate  in  this  study  to  help  determine 
whetns;  Medicare  should  pay  for  the  semces  of  home  dialysis  aides.  As  part  of  the  research, 
we  neec  to  mter-'iew  both  those  who  do  and  those  who  do  not  currently  have  a  home  dialysis 
aide.  This  survey  is  voluntary  and  will  not  affect  your  Medicare  or  any  other  benefits.  The 
iniormauon  you  provide  will  be  kept  stncuy  conndennai. 

The  public  reporing  burden  for  this  collection  of  informanon  is  estimated  to  average  20  minute 
per  response,  including  time  for  reviewing  instrucaons,  searching  existing  data  sources, 
gathenng  and  maintaining  data  needed  and  completing  and  reviewing  the  collection  of 
informaaon.  Send  comments  regaraing  this  burden  estimate  or  any  other  aspects  of  this 
coUecson  of  informanon,  including  suggesuons  for  reducing  the  burden  to  the  Office  of 
Financial  Management,  Health  Care  Financing  Administranon,  P.O.  box  26684  Baltimore,  MD 
21207  or  to  the  OMB  Paperwork  Reducuon  Project  (0938  XXX)  Washington,  DC  20503. 

I'd  like  to  Stan  by  finding  out  how  you  dialyzed  in  each  of  the  last  12  months,  from  (MONTH) 
until  now.  I  need  to  know  whether  you  dialyzea  in  a  facility  or  at  home.  If  it  was  ai  home,  was 
it  with  the  help  of  an  aide  paid  by  Medicare,  an  aidr  paid  by  someone  else,  or  by  someone  like 
a  inenc  or  relative  who  was  not  paid. 
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1.  We'll  san  wun  :h:s  rr.onin  ana  "A'orx  oack  to  (MONTH)  of  last  year. 


(How  are  you  dialyzing  this 
montn;  How  aid  you  usuailv 
diaiyze  ia^t  rr.ontn/ihe  montn 
before  iaitj? 


THIS  MONTH  AGO 

MONTH    I  2  3  4  5  6  7  8  9  10  11 

Once  ihe  trueniewer  emers  ihe  month  of  the 
imerview.  ihose  numbers  mil  appear  as  actual 

month  names. 


At  home  wuh  a  Medicare-paid 
aide 

At  home  wuh  an  aide  pa:d 
by  someone  else 

At  home  with  an  aide  who 
is  not  paia 

At  a  diaiysis  facility 

Disconunuea  hemodialysis 

Other  (SPECIFY') 


,l..I..I..l..l..I..l..l..l..l..l 


■J  1 


.4. .4. .4. .4. .4. .4. ,4. .4. .4. .4. .4 


.5.. 5.. 5.. 5.. 5.. f.. 5.. 5.. 5.. 5.. 5 


Compuier  'xiil  generate  three  most  recent  changes  and  Q:2  for  each. 

2.       In  (.NIONTK),  why  did  you  change  from  (METHOD)  to  (METHOD)? 

[DO  NOT  READ  UST.  CODE  ALL  THAT  APPLY.  PROBE  FOR  COMPLETE  RESPONSE] 

MOVED  1 

HOSPITALIZED   2 

DISSATISFIED  WITH  AIDE  3 

DISSATISFIED  WITH  FAdLTTY   4 

COULD  NOT  GET  AN  AIDE  5 

PROBLEMS  WITH  INSURANCE  COVERAGE  6 

DOCTOR  RECOMMENDED  CHANGE  7 

OTHER  (SPECIFY)  


Cowpu:er      zenercue  Q.  3  if  cny  month  in  Q.  1  wo;  coded  '4': 


Con:pu:er  vjiil  generate  the  follomnz  question  for  each,  ifans^ver  war  greater  than  L  

Why  did  you  change  faciiiues?  [DO  NOT  RE\D  LIST.  CODE  ALL  THAT  APP^  ^ 
PROBE  COMPLETE  RESPONSE]. 

MOVED   J 

HOSPITAUZED    ^ 

DISSATISFIED  WITH  FACILITY    7 

PROBLEMS  WITH  INSURANCE  COVERAGE   4 

DOCTOR  RECOMMENDED  CHANGE   5 

OTHER  (SPECIFY)  


Computer  will  generate  Q.4  if  any  month  in  Q.l  was  coded  'I ',  '2'  or  "J": 

Dunng  :he  pas:     .-nonths,  how  many  d;fierent  dialysis  aides  did  you  have? 


Computer  will  generate  the  follomng  question  for  each,  if  answer  was  greater  than  1. 
Why  did  you  change  aides? 

-  [DO  NOT  READ  LIST.  CODE  ALL  THAT  APPLY.    PROBE  FOR  COMPLETE 
RESPONSE]. 

MOVED   I 

HOSPITAUZED    ^ 

DISSATISFIED  WTTH  AIDE   3 

COULD  NOT  GET  AN  AIDE   i 

PROBLEMS  WITH  INSURANCE  COVERAGE   5 

DOCTOR  RECOMMENDED  CHANGE   6 

OTHER  (SPECIFY)^  


Computer  will  generate  Q.5  if  any  month  in  Q.I  was  coded  ']'  or  '2'.  [READ]: 


the  past  12  months. 


Computer  wtil  senerare  this  statement  if  ans\\)er  to  Q.4  is  greater  than  I.  [RE\D]' 

exoer.ence. 


If  you  nac  r.orc  :nan  1  paia  aide,  piease  answer  in  rerms  of  your  average  or  usual 


Dur.r.g  :r.z  past  12  .T.onms,  'r.ov.  sausfiec  have  you  been  with  the  level  of  care  as 
provided  by  paid  home  aides?  Would  vou  sav... 

Very  sausfied   j 

Somewhat  sausfied.  or   2 

Not  satisfied  at  all   3 

DON'T  KNOW    4 

Kow  aeper.dable  do  you  feel  your  paid  home  aides  have  been  in  keeping  appointments 
with  you  at  the  scheduled  time?  Would  you  say... 

Very  dependable  I 

Somewhat  dependable,  or    2  ' 

Not  deoencable  at  all   3 

DON'T  KNOW   ..........  4, 

Dunng  :.-.:s  time  have  you  had  a.-.v  Droblem.s  with... 


1 

I2K 

.Amnems  for  a  paid  aide   

2 

3 

Missed,  shonened  or  delaved  diaivsis  sessions 

1 

3 

Incomoetent  or  inexoenenced  paid  aides   

I 

2 

3 

Unresponsive  or  insensitive  paid  aides  

1 

2 

3 

High  turn-over  among  paid  aides,  or   

1 

2 

3 

Have  you  had  any  other  problem.s  with  paid 

aides  1 

3 

( S?EC1TY)  

Do  you  feel  that  your  health  has  been  harmea  as  a  result  of  inadequate  or  undependable 
paid  dialysis  aides? 

Yes  1 

No    ^ 

DON'T  KNOW   3 

In  general,  dunng  the  past  12  months,  do  you  feel  that  your  paid  aides  have  provided  the 
kind  of  help  and  services  you  needed? 

Yes  1 

No   2 

DON'T  KNOW  .  3 


4 


>'°"J^  fL"^  aunr.g  iftc  past  12  .-nonihs?  [READ  CATEGORIES 
Lntu.\  ALL  inAT  APPLET 

Piid  snrirsiy  by  you  or  your  far::Iy    , 

Paid  paraaJJy  by  you  or  your  family   n 

Paid  by  Medicare,  enureiy  or  :n  pan    ^ 

Pa:d  by  Medicaid,  enureiy  or  m  pan    4 

Paid  by  pnvate  insurance,  entreiy  or  in  pan   "  '  '  '  ^ 

Some  other  pavment  was  arrar.ged  ...  ^ 

(SPECff  Y)  

DONT  KNOW/UNSURE   '  - 


Computer  will  generate  Q.ll-17if  any  month  m  Q.I  was  coded  '4'.  [READ]; 
The  .-.e.x:  cuesuc.-.s  are  about  your  dialysis  exper.ences  in  a  dialysis  facility. 

.Computer  will  generate  this  statement  if  answer  to  Q.J  is  greaier  than  J.  [READ]: 

If  you  diaiyzec  r.ore  r.^^an  one  faculty,  piease  answer  in  terms  of  vour  average  or  usual 
exper.ence. 

11.     Dur.ng  :.-e  past  i:  months,  how  sausr'ec  ha\e  you  been  with  vour  dialvsis  treatment  at 
the  c:alyr.s  facility?  Would  you  :ay. . . 

Verv'  sausrled   i 

_         Somewhat  sausrled.  or   2 

Not  satisrled  at  all   3 

DONT  KNOW     
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In  general,  do  you  feel  that  your  dialysis  .'acility  has  provided  the  kind  of  help  and 
services  you  neeced? 

Y«  1 

No   

DONT  KNOW   3 

13.     In  general,  have  you  had  to  wait  more  than  30  mmuies  at  the  dialysis  facility  for  your 
appointment? 

Y«  1 

No    - 

DONT  KNOW    ; 


• 


unrg      past  12  .nonths.  have  you  traveiiec  :o  a  dialysis  facility... 


3y  amoulance    ]       2  3^ 


By  a  pnvate  vehicle  or  other  free  trar.sponar:on   I  2  3 

By  a  taxi  or  limousine  service   1  2  3 

5y  a  van  or  ambulette  service   1  2  3 

By  public  ffanspcnauon.  or   i  2  3 

By  another  form  of  transporuaon    1  2  3 


Campuier  -^lil  generate  Q.15  if  answer  to  Q.I 4  ^as  ambulance,  taxi  or  limousine  van  or 
amouletie  ser\-ice 


15.     How  did  you  pay  for  your  transponaaon  to  dialvsis  sessions?  [READ  CATEGOPrrj; 
CHECK  .ALL  THAT  APPLY]  i^uuiu«. 

Paia  enureiy  by  you  or  your  famiiy   j 

Paid  paruaily  by  you  or  your  famiiv   -> 

Paid  by  Medicare,  enureiy  or  m  pan    3 

Paid  by  Medicaid,  enureiy  or  in  pan    4 

Paid  by  pnvate  insurance,  enureiy  or  :r.  pan   '  '  '  '  5 

Some  oiner  savment  was  ananged   c 

(SPECffY)  ]  

DONT  KNOW/UNSURE    7 


16.  Do  you  feel  Lhat  any  of  the  ways  you  u-aveiisd  was  harmful  to  your  health? 

Yes  

No  (SKIP  TO  Q.18)   

DONT  KNOW  (SKIP  TO  Q.18)   ..'..*.'." 

17.  'Which  form  of  transporution  do  you  feel  was  harmful  to  your  health'' 
[DO  NOT  RE.AD  CATEGORIES'.  CODE  ALL  THAT  APPLY] 

AMBULANCE   

PRIVATE  VEHICLE  

TAXI  OR  LIMOUSINE  SERVICE   

VAN  OR  AMBULETTE  

PUBUC  TRANSPORTATION,  OR  

ANOTHER  FORM  OF  TRANSPORTATION  (SPECIFY) 


Dunng  :t.z  past  12  months,  have  you  haa  any  prooiems  with... 

ArraTigmg  for  'javel  to  the  dialysis  faculty 

Paying  for  travel  to  the  dialysis' facility  .'  

The  amount  of  travel  time  needed  for  dialysis  sessions  . 
Missed,  shonened  or  delayed  dialysis  sessions,  or  .  .  . 
Have  you  had  any  other  problems  (SPECIFY)  


[ASK  ALL  RESPONDENTS  ALL  REMAINING  QUESTIONS] 

19.     Dunng  past  12  months,  how  many  times  a  week  have  you  been  dialyzing? 

 umes  each  weeic 


Dunr.g  tr.e  past  12  monms.  how  many  nours  has  each  dialysis  session  been  lasting? 
 hours  per  session 

Why   did  you   decide   to  enter   ±t  home  dialysis  aide 
demonstrauon?  Was  i:  because... 


2 
2 
2 
2 
2 


No  one  was  available  to  help  you  with  home  dialysis   .  Y  V 
You  lacked  adequate  insurance  coverage  for  home  12  3 

dialysis  assistance  

You  were  tired  of  travelling  to  the  facility  for  dialysis  ,1  2  3 
You  were  dissaasfied  with  transportation  arrangements  to  1        2  3 


the  facility  

You  were  dissaasfied  with  dialysis  services  at  the  1  2  3 

facility      1  2  3 

You  were  interested  in  more  personalized  care 

You  were  dissatisfied  with  past  home  dialysis  12  3 

arrangements,  or   1  2  3 

Was  there  some  other  reason  (SPECIFY)   1  2  3 

   1  2  3 


The  next  set  of  questions  is  about  your  physical  health. 


Coxpzitc  10  i:  -onins  ago  -  thai  is.  smcs  (MONTH)  of  1991  -  would  vou  «v  vn„r 
healLh  siaius  now  is...  .  ^  vou. 

Much  better   ^ 

Somewhat  better   2 

The  same     ^ 

Somewhat  worse,  or   _ ^ 

Much  worse    < 

Compared  to  4  wegk^  a  an  -  r^ai  is.  since  (PRIOR  MONTH)  -  would  you  sav  vour 
health  satus  now  is... 

.Much  better   I 

Somewhat  better   '  '  '  -> 

The  same   " 

Somewhat  worse,  or    ^ 

.Much  worse    ?  • 

Dunr.g  the  past  4  weeks,  have  you  cut  down  on  the  amount  of  daily  activmes  you 

.-eg'jJarly  penorm  as  a  result  of  your  ohvsicai  health. .. 

A  great  deal    I 

Somewnat   2 

Slightly,  or  '  3 

Not  at  all   4 

Dunng  the  past  4  weeks  has  your  bodily  pain  been... 

\'trv  severe   i 

 •  « 

Severe    2 

-Moderate  

Mild   .1 

Very  mild,  or  5 

Have  you  had  no  boaily  pain   6 

Dunng  the  past  4  weeks,  has  pain  intenered  with  your  regular  daily  activities... 

A  great  deal   1 

Somewhat  2 

Slightly,  or  3 

Not  at  all   4 
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Are  vou  rreseniiv... 

An  ^cave  smoker  .... 
An  occasional  smoker  .  . 
A  former  smoker,  or  .  . 
You  were  never  a  smoker 


This  next  sei  of  questions  is  about  how  you  feci  and  how  things  have  been  with  you 
dunng  the  past  4  weeks.  For  each  :tem,  piease  iet  me  know  whether  you  feel  this  way 
all  of  the  ume.  mflsi  of  the  ume,  sanifi  of  the  time,  a  little  of  the  time,  or  nans  of  the 
time.  How  much  of  the  time  have  you 

A 

ALL  QF   MQST    SOME   LirrLE  none 
IH£    QLJEL  OFTHi  of  the  of  the 

UME  IIME  TTME  TIME  TIME 

fei:  full  of  pep?   .  .       1  :  3  4  5  . 
been  a  verv'  nerv'ous 

person?                       1  2  3  4  5 

fei:  so  down  in  the 
dumps  that  nothing 

could  cheer  you  up?  1  2  3  4  5 
felt  calm  and 

peaceful?    1  ;  3  4  5 

had  a  lot  of  e.^ergy?  1-345 

felt  depressed?  ...  1  2  3  4  5 

fell  worn  out?   ...  1  2  3  4  5 

felt  happy?    1  2  3  4  5 

fell  tired?   1  2  3  4  5 
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29. 


Dunng  ir.f  past  4  weem  have  you  cut  down  on  the  amount  of  daiiv  activn,.*  vn,, 
regular:;/  pcnonr.  as  a  result  of  any  en^ononai  ?-ob!grr';.  '  • 

A  great  deal   

Somewhat  ,    ^ 


Slightly,  or 
Not  at  all  . 


4 


jO.     Dunng  the  past  i:  --gpih^.  have  your  physical  health  or  emotional  oroblems  mterrerea 
witn  your  normal  social  acuviues  with  family  members  and  friends... 

A  great  deal    , 

Somewhat    1, 

Slightly,  or  ' ' 

.Vot  at  all     ' 


The  next  set  of  questions  I  will  ask  are  about  how  mucr.  you  are  able  to  move  about  Your 
answers  wiii  not  affect  your  Medicare  or  demonstrauon  services  m  any  way.  Your  answers  wiil 
not  be  s.hared  with  Medicare  authonues. 


How  many  hours  out  of  each  24-hour  day  co  you  spend  in  bed? 

 hours  per  day 


How  00  you  usually  get  from  your  bed  :o  a  wheelchair  and  back  anain''  (READ 
CATEGORIES.)  ' 

With  total  help  from  another  person   j 

With  some  neip  from  another  person   

By  yourself  with  the  use  of  helping  devices,  or  .  3 

By  yourself  wnhoui  the  use  of  helping  devices    '4 


33.     How  do  you  usually  move  around  in  your  wheelchair?  (READ  CATEGORIES.) 

With  help  from  another  person   1 

By  yourself  with  the  use  of  a  power  source,  such  as  a  battery   2 

By  yourself  completely,  or   3 

Do  you  not  use  a  wheelchair    4 
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With  total  help  from  anomer  person  ' . 

With  some  help  from  another  person   

By  yourself  uQiii  the  use  of  heipmg  devices  .  .  .  , 
3y  yourself  without  the  use  of  helping  devices,  or 
Do  you  no:  get  dressed  


Which  of  the  following  best  descnbes  how  you  get  in  and  out  of  a  shower  or  tub 
(RE.\D  CATEGORIES.) 

With  total  help  from  another  person  

W'ith  some  help  from  another  person   

By  yourself  witfi  the  use  of  helping  devices    ■ 

3y  yourself  without  the  use  of  helping  aevices,  or  

Do  you  only  uke  sponge  baths   < 


How  do  you  usually  eat  or  drinkl  (RE.\D  CATEGORIES.) 

With  total  help  from  another  person  

With  some  help  from  another  person   

By  yourself  wjiii  the  use  of  helping  devices,  or  .  .  . 
By  yourself  without  the  use  of  helping  devices   .  .  . 
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I  am  going  to  read  a  hsr  of  the  r>pes  of  persons  who  mav  be  available  to  heio  vou  auh 
your  pc-^onaJ  ca.-e  or  housekeeping  tasks.  Please  teil  me  whether  each  penon  i  mennon 
IS  available  to  nelp  you  on  a  regular  basis.  TT^en.  if  the  person  is  avaiJ^ie, 

Does  he  or  she  help  with  your  personal  care,  such  as  bathing,  dressing  or  eating;  and 

Does  he  or  she  help  with  housexeeping  acaviues.  such  as  grocery  shoppme  house 
c;canmg,  laund:>'  or  cookmg?  ' 


Is  fPERSON) 
available? 


1 

Your  spouse  ....  I 

Your  father  or 
mother  I 

Another  relauve 
within  your 
household  i 

A  non-relative 
within  your 
household  I 

A  friend  or  relauve 
not  in  your 
housenold  I 

.A  nurse  or  home 
aide  from  a 
community  agency  .  1 

A  homemaker  or 
chore  worker  from  a 
community  agency  .  1 

Some  other  person  .  1 
(SPECIFY) 


2 
2 


Does  he  or  she 
help  with  your 
penonai  care? 


1 

1 


2 


I  2 


1  2 

1  2 
1  2 


Does  he  or  she 
help  with  your 
housekeeping? 


1 

1 


2 


1  2 

1  2 

1  2 

1  2 

1  2 
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Kow  many  hours  eacn  day  ao  you  spena  ouL^ide  of  your  home  for  non-medicai  pun:oses^ 

 hours  each  day 


Finally,  I  have  a  few  backerouna  quesuons. 

39.  Do  you  curreniiy  live  in... 

An  apartment  or  house  j 

A  nursing  home  or  msntuiion  (SKIP  TO  Q.41)  .  2 

A  shelter,  or  (SKIP  TO  Q.41)   3 

Do  you  live  in  some  other  place   

(SPECIFY).   4 

40.  Including  yourself,  how  many  persons  live  m  your  household? 

1   

 I 

2   

 •  ^ 

3   3 

4  or  more    4 

41.  Are  you  presently... 

Mamed  and  living  with  your  spouse  .  .  .  ■.  1 

Separated   2 

-         Divorcee   3 

Widowed,  or  4 

Were  you  never  named  5 

42.  Are  you.... 

Black/African  American   1 

White  2 

American  Indian  or  Native  Alaskan,  or  (SKIP  TO  Q.44)   3 

Asian  or  Pacific  Islander  (SKIP  TO  Q.44)  4 

43.  Are  you  Hispanic? 

Yes  1 

No   : 


W-hich  of  the  following  ozs:  descnoes  -j-.e  highest  ievei  of  educauon  vou  reached''  mvxn 

CATEGORIES)                                                    '  ^^^^ 

Had  some  high  school,  but  did  not  complete   t 

Completed  high  school   2 

Had  some  college,  but  did  not  complete    3 

Ccmpleted  college,  or   *  '  * 4 

Began  or  completea  graauate  school   5 


*5.     Just  before  you  began  chrome  maintenance  dialysis,  were  you... 

Employed  full  time.  30  or  more  hours  per  weeic   ] 

Employed  pan  time,  less  than  30  hours  per  week  2 

Temporanly  laid  off   '  '  '  '  3 

Reured  (SKIP  TO  Q.-iT)  *.'*.".'.'.'.'.' 4 

Disaoled  (SKIP  TO  Q.47)  5 

Unemployed  (SKIP  TO  Q.47)  6 

A  student  (SKIP  TO  Q.47)   .  .  .1 

A  homemaker.  or  (SKIP  TO  Q.47)   8 

Were  you  in  some  other  work  category  (SPECIFY)   9 


46.     Was  your  job... 

Professional  I 

Trade  or  sales  related  2 

Manual  labor   3 

Clencal.  or  4 

Was  your  job  in  some  ctner  category  (SPECIFY)  5 


47.     In  addition  to  Medicare,  do  you  currently  have  any  other  health  insurance,  such  as... 

Medicaid   1  2  3 

Private  insurance  1  2  3 

CHAMPUS,  CHAMPVA,  or  military  health  care,  or  .  1  2  3 

Do  you  have  some  other  kind  of  health  insurance 

(SPECIFY)                                                  .1  2  3 


Thit  :s  the  end  of  the  survey;  thank  you  for  your  cooperation. 


14 


*        ■  M  X  W*«*J«ft«  "  — "  r  I'll  t^i  ^MtiJit 

Medial  lUeerds  F«m 


nnNFinFNTiflL 


ItVUt  a ■  AJIT  U*T« 


mmm 


.  rA-naur  Atmw, 


mmm 


mmLm 


iMij 


n 


7.  X>mwt 


mmm 


-ii — I— I 


Qft  ~—  1  --  -^-j. 

mmm 


WTs  Mi* 


□ 


vim  %m 

Q4.  CmNm  AIM  wttte  tai  S 


VYm    >m»  >«a^ 


TaataM  lariMk  (TUk 


aiiiMiir<< 


□ 

B 
□ 

□ 
□ 

B 


Vtm  M«a 
Qk  tmm  «  SUB  •(  Sfeitfji 


17.1 


Qaai 


fto»a*         VVa  >M* 


□ 


urm 

o 


tWllBHTl 


VV«    W4*  M^aart 

/^tmm  vtm  *m 
tt.u«a»ainas 


LHIVI 


Ml* 


□ 


□ 


□ 

□ 

□ 

B 
□ 

B 
□ 

□ 


SUff.Aisistcd  HonM  DUlyri*  Dcaoniiniion 


nvxxr  STAKT  DAri! 


□»>.AttW«*J 


rm 


□  m 


Bm*  riMr  tai  OTIk 


□ 


□ 


□  □ 


mmm 


r_  ^     ...  I  III    dl    III    H  11,1  11,1 


□ 


□k1 


cria 


5Uff-A»5u.«i  Home  Dialw.  D*moi«t„tian 
Medical  R««rdj  Form 


or  opiujnoM  M  *  paooikr  m. 


CODE  DIAIYZEI  TVrS 


OUIY2SS  TYPES  *V  MANUFACTL-UX 


cootDULyznrm 


con  DULTZU  rrrt 


447 

HTS 

4M 

400 

AM  !O0L 

44* 

HTIOO 

444 

HPlCD 

401 

AMlSCH 

44* 

HT  UO 

402 

AMIM. 

4H 

HTITO 

40} 

aMISOM 

4S1 

srt2 

900 

A^l 

404 

AMVOH 

C33MTI1ICAL 

cm 

3W1 

APF2 

40! 

AM  2001. 

440 

SOD 

MB 

A?F3 

40i 

AMZXM 

ISODHP 

PCS  ^10 

407 

AM  SOOH 

44a 

4000 

SD4 

:c9t-io 

AM  3O0L 

441 

400)  HP 

set 

PCSC-IO 

4UV 

444 

4aBouwwnt 

sat 

iOCLSn 

410 

AM  15QM 

««S 

4000  Mori  UFK 

sar 

411 

AJi  IIP  4CM 

M4 

4000  VHT 

sat 

ncisw 

412 

Am*SD  jOH 

447 

4000  UUIU 

sat 

ICOSVIH 

413 

AM'A  jOM 

441 

CA4SIII 

SIO 

ROCISIX 

414 

AM-CDtfK 

4M 

CaBOO 

ai 

RXISIIM 

AlS 

/MSOiil 

470 

CaSIOD 

Sll 

ICCUS140 

*l* 

AM-SOTSH 

471 

CASZOO 

511 

!GClS14flH 

il7 

PaNM 

472 

CA4aao 

a 

411 

150 

C3 

scxn 

90 

H 

41 » 

PAN  200 

474 

S3 10 

S21 

470 

47S 

33  Ul 

SI 

tt 

■Aim 

474 

sex  IS 

531 

F7 

4M 

cri2 

477 

at 

!« 

4>t 

CF12.ll 

47a 

UlTTSCOe 

525 

M> 

iU 

cr  11111. 

524 

F» 

4U 

CSlS 

sr 

no 

434 

CFlS-11 

4« 

lODHB 

sa 

no 

*is 

CF23 

4*1 

200 

e 

4M 

4R 

200  HC 

SM 

4J7 

CFiS 

4a 

300 

31 

crioH 

4» 

CASO 

414 

300  HC 

ja 

CFIBM 

439 

CA?0 

44S 

400 

5U 

C712IM 

440 

CA90 

444 

400  HC 

SM 

crux 

441 

CAUO 

4(7 

SODHC 

su 

4*2 

CAI50 

444 

^9^» 

34 

44> 

CA  170 

444 

HF140 

97 

CFilOd 

444 

CA210 

490 

HFKO 

S34 

at* 

44S 

crno 

491 

PPOIJ 

51* 

44* 

CT190 

t*7 

ITOlA 

S40 

a«T2 

OKPSODUCZX 

cootDuinunm 

541  casu 

542  CFClI 
541  LUNDULC-Ul 
544  lUNDULC-IN 
544  UMXAIjC-IL 

54*  LCNDULt-2L 

547  WNCXaLC-W 

5U  LL-NIXALC^ 

54*  LUNZXALC  Jt. 

5»  LUNnAI£.^N 

551  LUNOAIjC^H 

5n  uatOAUL-tN 

553  LUOOAIC-SH 

554  LLSOALCJI. 
SB  Ua«DUI£.<SN 
5S4  LUNDULC-SI 

S7  u»nxAu:..4M 

SSt  LUNOtALCSKICHHUC  tU 

SM  LUNIXAUUHICHIUA  414 

540  UJNIXAPflOl 

541  U3<nAinDS 


401 
402 
401 
M4 

eos 
tfi 

Of 

too 

to* 

410 
4tl 
412 


570 
STl 
572 
S7J 
S74 
S7S 
S74 
577 
S7» 
57* 


SDSPALin 
nOSrAL240C6 

ao^ALsm 
nsKAPon 


HLTXAUI 

RLTSAt^lO 
Fn.TSAL43 
nLTXAtrU 

RLTUUZO 
K-U-IO 


<W  NEFHaOSAUECaD 
»t  NS7HBOS.ANSAKIE 


COOCOUIYBITYPI 
5*2  MPHBUM^Dno 
Sn  N<S7HO&MOOGRAra 

5*4  Nsmaa&msTO 

TT»l-\jr» 
400  TAF04 
TAfOt 

TAf  10 
lATlOM 
TAf  12 
lA]tl2M 
TAT  ISM 
TAT  ITS 

Kxcota 
cLcioa 

KL<I2U. 

lOrUOIlL 

xiMwn. 

XXMUll. 
KXMISIL 
ia,TUCL 
XL-TlTSL 

tl^IJM 
B1-1.4H 
n-UH 
BlUiJV 
■IU.4V 

auav 

RintYZOtBMJ 

HLHtrzav^va 

m.11R29BMAl 

m.TztznB.iJH 
RLTXTzn  az-i 

TOO     oim  r 


415 
41* 
417 
41» 
41* 


m 

432 
Ol 
434 
423 
424 
427 
42* 

«at 

430 
411 


Appendix  C  --  Original  Solicitation  Sent  to  Dialysis  Facilities 


8325  Sccunty  flouitv 
B«ltimer«.  MO  2  120  7 


January   ,  1992 


Dear  Sir  or  Madam: 


The  Health  Care  Fmanciag  Adminiaranon  (HCFA)  will  soon  befu  a  CongressionaUy-mandaied 
dcmotmnnoQ  in  which  Medicare  payment  for  home  hemodialysis  aides  will  be  provided  for  a 
poup  of  End  Stage  Renal  Disease  (ESRD)  panenis  meetmf  specific  elifibilixy  cxitetia.  Fadii^ 
panidpanon  is  importaxn  to  the  success  of  this  demonscrauon.  I  am  wntiaf  to  you  to  explain 
the  Dcmonsoation  and  to  ask  you  to  let  us  know  by  January  24,  1992  whether  your  facility 
would  be  interested  in  participating  and  has  potentiaily  eligible  patients. 

Information  regarding  the  demonstration  is  provided  in  the  Enclosures: 

gnelQWTg  !  is  a  Summary  Faa  Sheet  which  provides  brief  answen  to  questions  you  may 
have.  - 


EneiofliTg  2  lists  the  rates  of  paymem  for  home  hemodialysis  aides,  •^'^nmi  by  MSA 
code  number.  Your  fwlity  is  in  MSA  number  ' 

Dialysis  facilities  providing  home  hemodialysis  aides  under  the  democsoation  will 
receive  a  special  payment  for  each  home  hemodialysis  session,  in  addition  to  the 
composite  rate.  This  ptymem  can  be  received  and  the  service  provided  for  tiie  life  of 
the  patient,  even  after  the  3-year  demonstration  ends,  since  Gsngxess  mpqUitf^  that 
patiepts  receiving  the  service  ezpeximemaily  remain  '■"nrlfd  to  it,  as  loog^  ti^y 
comimie  to  meet  the  original  eligibility  criteria. 

T!u  Congnaiemai  mandata  iptdfits  dim  a  few  paaaa  earrmttf  netaing  spadal 
serrius  arroMftd by  ECFA  aumaieaitf  quaiify fortius  dnunantion,  Ourme»rds 
indicau  that  J9&  an  uuitutfy  strvoig  oiu  of  thtst  pwimtt  pattrt  paiisMt  naatti. 
WHEN  THE  DBMOSSTJtAnOS  BEGINS,  YOUR  CURMENT  PAYMENT  FOR  THIS 
PAJTENTS  HOME  AWE  SERVICES  WILL  BE  DISCONTINUED,  You  wiU  ncm 
th*  danonamtiaH  p^mttuforeeiuauuHg  to  providt  homt  aid*  strriett  toikispaaau. 

EneioaiTg  3  is  a  Facility  Interest  Foim  for  you  to  complete  and  itono  in  tbe  eociovri 
envelope,  ^^itrtrinj^  whether  or  ooc  you  are  interested  in  paitidpating  in  the 
demonstration. 


Please  review  tiie  enclosed  materials  carefully.  You  may  choose  to  participate  whether  or  not 
you  cunratiy  serve  panents  meeiirig  the  eiigifaility  cntena. 

We  ur^  you  to  consider  participating  in  the  demoostratioa.  so  that  we  may  obtain  adequate 
information  about  a  potential  new  benefit,  and  to  help  your  patients  who  may  qualify  to  receive 
this  service.  If  you  have  patients  you  believe  may  be  eligible  for  the  demonstration,  please 
indicate  this  on  the  Facility  Interest  Form  in  Enclosure  3  and  return  this  form  in  the  enclosed 
sdf-addxessed  envelope  NO  LATER  TEAM  JANUARY  24,  1992. 

Even  if  you  choose  not  to  panicipaie,  please  tell  us  why  by  reniming  the  Facility  Interest  form 
in  the  enclosed  envelope;  it  would  be  most  helpful  if  you  explain  your  reasons. 

If  you  have  questions  about  any  aspea  of  the  demonstnuon.  please  contaa  the  Prpjea  Manager. 
Andra  Hassol,  Abt  Associates,  Inc.,  55  Wbeeier  St.,  Cambridge,  Massachusetts  02138. 
telephone  (617)  492-7100,  between  the  hours  of  9:00  and  5:00,  Eastern  Standard  Tune. 

Thank  you  very  much  for  your  consideration  and  attenuon.  Your  cooperation  is  important  to 
the  success  of  this  demonstration. 


Sincerely, 


Mary  S.  Kenesson 
Director 

Office  of  Demonsmtions  and  Evaluations 

Office  of  Research  and  Oemonstntioiis  • 
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SUMMARY  FACT  SHEET 
Who:  are  the  goals  of  the  Dtmonstraiion? 

The  purpose  of  the  deaonsiniim  is  :o  dearr.ae  wneicer     sennas  of  a  home 
henjoaiaivsis  siaff  issistanr  say  be  coverta  unaer  the  Medicars  cro?nm  m  a  cost-«ffec::ve 
manngT  mat  assurcs  panent  saienr. 

Wto    xAe  auihoriiy  for  the  demonsmiaon? 

Tie  damonsnanon  was  '"^"'^^^  in  Public  Law  101-508.  eaaaed  by  CanfTWs  on  Novemoer 
5.  1990.  The  iefuianoo  '^"^'^^  an  anerun  rroon  to  Confiws  on  Decemocr  1,  1992  anc  a 
final  irpon  to  Confnss  on  Decemocr  il.  1995. 

Whai  is  the  pay  mem  for  home  aide  services? 

Contxrss  specined  the  raze-sesxDf  foxmuia  for  home  auk  services.  To  And  the  nu  you 
vUl  ncaiTt  for  cadi  bomt  bonodialyra  session  proridod  by  aa  aids,  look  uador  your 
MSA  cade  number  in  Endasure  2.  The  me  listed  m  enciosuxe  2  for  your  MSA  is  the 
amount  you  will  receive  for  each  hemodialysis  sessxon.  m  aadmm  to  tht  eompoau  m*. 

The  me  inrhT'^**  1  boor  of  aveafe  oxvei  time  (reuna*«p)  for  eacb  home  visiL  and  wtll  be 
upoaied  annually  dunnf  the  i-ycv  Deaonssanon. 

Tht  me  for  borne  li^^**  is  an  add-on  to  the  cotnocsM  raxe.   All  ouer  services  you  ooimailv 
provide  to  dialysis  paTir*^  are  nrhirlfri  in  tbe  umy^nxut  nxe.  Piuviden  offe^bOTe 
bemooialysis  aides  unoer  tbe  dcmonsoanon  musi  opense  under  Mesbod  I  rennboxsemes 
pnncmics  m  secnon  2712  of  the  Provider  tembunemeg  MasoaL  Thar  "Ojoumy  ooc  eiil 
seoaxnely  for  tbe  purebaae.  deliverv.  myillanon.  mimrrranrr.  i^ur.  or  tesmt^  bpoe 
hraodialysu  equipmem  or  suppiies.  nor  for  roumie  £S»D-iwaad  1^^ 

HCTA  wtii  pw  00  tbe  basis  of  allowaoie  caarm-  This  mens  tbat  HCFA  will  pay  80 
pcrosa  of  thi  « ixsw  f«      i^lSA:  the  tyaoem  and  any  oiber  payt« 

for  tbe  oiber  20 


What  are  the  paxUm  e'dgOriUrt  criuria? 

Conftesa  stipoiaad  tbat  panems  miw  be  Medim  beaexkiari^ 

BuniB?  ftdiiry:  axe  connneo  to  bed  or  woeelcbair  have  a  medical  condmoo 


.^ocexoaxeo  bv  txavei:  a«  eiieifale  for  aaouiaace  TOsoonaoon  to  rotaae  diaiysii.  and  do 
oi  nave  a  ramiiy  memoer  avaiiabie  to  sexve  is  oemooiaiysa  aide. 


Hen  li  a  cianncason  of  ihose  cmsna: 


"Skilled  nuniag  faciiirv '  ruiej  out  siciiled  nunme  faciiiues.  but  patients  residinx  m 
inxenseoiaie  cut  fiadimes  or  otiier  grcup  sesuzs  may  be  eii^bie.  You  should  coofinn  ±ai 
the  iivuif  situanon  does  not  preclude  cne  mstailauon  of  a  heaoaiaiysis  macnine  before  you 
maxe  tr.e  referral. 

We  *ruj  be  sending  you  an  appiicancn  pacxet  :o  comoiete  for  eacn  patient.  The  appiicaucn 
ry^rrt^  wU]  inciudc  cnecx-offs  for  a  pnysicun  to  state  that  the  patient:  is  confined  to  bea  or 
wheelchair,  has  a  medical  condition  exacercaied  by  tnvei:  and  has  a  condition,  which  is 
txpeasa  to  continue  for  at  least  6  momns.  that  maices  it  meoicaily  necessary  for  an 
awwitiafir^  to  tzanspon  the  ^v^^  to  routine  dialysis. 

As  you  mav  kaow.  outside  of  the  deoonscaoon.  Medicare  has  two  covezafc  cntera  that 
must  oe  mes  for  panem  to  tweive  aisoulafice  services  for  fflaiatenance  dialysis:  it  onst  be 
meoicaily  necsssaxy  for  tne  p"***"  to  oe  transcotteo  by  aacniiinrr,  and  the  rifwrrmrnn  must 
be  a  hospnai*based  diaiysu  fadiity.  For  purposes  of  demonsoanon  eiifibiiiiy,  however.  t.*:e  - 
destisanon  requiicment  will  noc  apply,  so  that  ooth  hospnal-teaed  and  tnijrpirBdrnr  diaiysu 
facilities  can  paracipaxe  m  the  deaonsnaaon.  The  physdan's  miriiifiii  in  tlie  apptirannn 
pir|^ff  will  be  considerea  suffident  for  the  meoual  necessity  requirement  and  the  eipectirrt  6 
montns'  duiaoon. 

The  asoiication         we  send  you  will  also  include  a  check-off  for  the  paoem  to  siaie  tnat 
he/sne  oas  no  nmily  ramoet  available  to  serve  as  hemooiiiysu  aide. 

Qm  I  refer  a  patUm  who  meets  Ae  eli^ility  criteria  bm  who  is  eurremly 
receiving  home  mdt  services  paid  for  by  a  payor  other  than  Medicare,  or 
paid  out  ofpocketl 

Yes.  if  paneas  meei  the  eiipbiiiry  crrjsnx.  they  can  painapaie  in  die  deaonssanon  even  if 
thev  -^tn  recexvisf  home  aide  serncss  oefoxe  the  aemosstxaaon  bepn.        im  • 

Whai  should  I  do  if  I  hate  padents  who  may  be  eligible  and  I  warn  to 
pamdpau? 

Comoiete  ti»  Ftdiitv  Inwesi  Fonn  lEadosure  3)  ana  trmxB  n  in  die  endosed  seif-addreneo 
enveiooe  BY  JANUARY  24.  1992.  We  wUl  then  send  you  an  appdoaoo  padset  Comp«« 
the  aopiicanon  mueniis  for  each  paieni  wno  may  bt  eiifxbte  aad  no  that »  yom  local 
ESSDNecwott.  Ttt  Networtc  wiU  assaie  mat  the  appdcanoa  ii  comptca  ind  wiU  seno 
jjCF^'s  Office  of  Demonaabona  ana  Evahiaaoni  wtwn  eUfftntify  will  be  UiieiiTiinrn.  If 
vou  have  an  eiifible  padem.  you  wul  be  so  uuonned  and  wiil  be  aatad  msr^ 
inionnaoon  from  the  paoea  s  meoicai  recora  to  your  local  ESXD  N«wont- 


it  to 


Who:  if  I  don  't  presemiy  have  eiigiile  paaena? 


Whaccr  or  not  you  have  eiigibie  paneau.  and  whetner  or  not  you  choose  to  paiocipaie.  *e 
would  aopreaaie  your  comoieun^  tiie  ticuiv/  Iniersst  Form  and  rrsms;  it  in  the  enciosea 
envcicoc  by  January  24.  1992.  I?  you  do  not  nave  eligible  pzxxemi  at  present,  but  would  hkc 
to  panicipate  if  one  of  your  paoenzs  oecomei  eugibie.  yo'.>  should  indicate  tius  on  the  foTTn. 

Whai  happens  if  I  have  eligible  padems?  When  can  I  receive  payment  for 
the  home  aide? 

Tht  Democstnnon  u  desi^ea  u  a  ciinicai  tnai:  this  means  that  HCFA  intends  to  ranoomiz: 
eiifuie  fyatiems  into  exsenmenoi  ano  control  snnips.  SxpenmcBtai  panents  will  receive 
home  Demooiaivsis  aides  paid  unoer  tne  deaonstnnon.  Cotmol  pingnn  will  costioue  to 
recetve  tnetf  current  dialysis  services.  7^  nnoomizanon  is  expected  to  occur  m  early  Mav 

HCFA  will  sCTwl  you  a  letter  infotnmsf  you  about  your  panean'  staos  as  expenmoBais  ano 
consols.  If  you  have  eiif^le  paziests.  you  will  also  recene  mote  infonBanon  about  the 
Am^i-**  of  demonsnson  desifn  aad  iopiementanon  and  a  Pwvnlei  AfreemeBL  Once  that 
Provider  Afxtemest  has  been  sifseo  and  rcsn^ed  to  HCFA.  you  can  receive  paymeat  for  the 
home  oemodialyss  aide.  We  expecr  mat  tne  Provider  Afreemeot  can  be  sifoea.  and  services 
befOB.  d\3xm%  May,  1992. 

Wiai  quaiificaaons  are  required  for  the  home  aide?  Must  he/she  have 
previous  home  hemodialysis  experience?  Can  I  subeonxmes? 

TbiiM  left  to  your  judfineot.  since  you  will  be  responsible  for  tah  pasem  and  aide,  as  you 
would  be  for  m-taality  heaodiilysia.  The  lesuianoa  stipulates  that  the  home  hemodialysis 
aide  must  be  qualified  to  pen'oxm  this  service. 

Th^  rnnt^fiTTTHi  rnr  ^  demmrnmm  iPecifiea  That  aides  musi  hC  lfaifi  W  VV3^]<ii 


gfar-  >J»wg  4g«-  ;^  r^nffi  to  tnp  mTinfiraTimii  nf  hnnif  airici. 

Even  if  you         to  provide  the  borne  aide  services  thnofii  a  subconoaaual  ananfcmem. 
voa  will  rwaa  lapoBsible  for  those  services.  You  must  also  aaswe  tiai  the  subcomxaoor 
ihe  panem.  and  your  own  fadiity.  a«  all  withm  reasonaoie  piroanity  of  act  omnr.  uaiess 
the  rr'>^  resides  in  a  verv  remote  f  eofraphic  area.  For  example,  if  yowftdlity  is  m  a 
maior  city,  you  cannot  subconnaa  to  provide  home  services  to  pixienn  lesidiBf  m  anoiner 
maior  cay  more  man  100  miies  away. 

^  oersons  onrndinf  home  aide  services.  »  netner  «  is  your  own  sarf  ' 
suocomxactor.  must  nave  trammf  m  nome  r.snioaialvsis.  Even  penoanei  exnenenceo  wnn 


in-raoiiiy  oiaiysis  itOMid  racsive  some  '-ijus?  for  home  hemodiaiysis.  ana  HC?A  jav 
for  tnu  nuimi  unoer  me  deaonrinson. ;/  'J:e  aide     not  pirviousiy  bees  uunea  for 
iiome  nemodiaiysu. 

What  is  the  payment  for  rrmmng  home  aides? 

You  wul  »Tce:ve  a  one-ume  caymeai  of  SIX  to  cover  home  hemodiaiysis  training  for  tfte 
aide  ano  paucst.  In  addition.  lie  raciiir/  providing  this  tnining  (your  own  or  some  otfler 
fac^in^  with  woicn  you  have  a  tnina:?  arrangement  or  agttsmentj  wUI  receive  the  usuai 
S2C.00  per  taming  session  to  cover  the  cost  of  the  tramer.  This  is  the  same  amount  tnai  is 
cun^ntly  paid  to  cover  trauung  coso  for  unoaid  home  aides. 

What  data  are  to  be  eoUeeied  and  who  s  doing  the  research? 

HC?A  has  seieaed  Abt  Assoaazes.  Inc..  a  irseaxch  ana  sur\rey  rlnn.  as  pnae  contzaoor  fcr 
the  evaiuason.  Under  subcostna.  the  U.^an  Insnxute  s  Resai  Pregraa  will  coiiabotate  ui 
this  project-  Oaa  will  come  from  panem  interviews,  case^study  interviews  wnh  fadiides. 
and  the  HCFA  daa  system.  Also.  ^SSH  Networts  are  under  comna  to  HCFA  to  provide 
ciinicai  daa  on  botn  expenmenta:  ano  ccnsut  pasenu  every  6  motshs  durmg  the  3-year 
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DEMONSTRATION  RATSS  OF  PAYMENT  FOR 
HOME  HEMODIALYSIS  ADS.  PER  DL^YSIS  SESSION 
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Enclosure  3 
FACILITY  INTEREST  FORM 

Please  check  one  of  the  options  below  and  return  this  fonn  in  the  enclosed  scif-addressed 
envelope  NO  LATER  THAN  JANUARY  24,  1992.  whether  or  not  you  are  interested  in  the 
Demonstrauon. 


_  A/y  dialysis  faciliry,  identified  beiow,  is  iruerested  in  providing  staff  to  assist 
demonstration  patterns  with  home  hemodialysis.  We  have  patterns  who  will  be 
referred  for  eligibility  review. 

My  dialysis  facility,  ideimfied  below,  is  interested  in  providing  staff  :o  assist 
demonstration  paaenis  with  home  nemodiat/sis.  At  this  time  we  do  not  have  any 
patterns  to  refer  for  eligibility  review.  If.  during  the  demonstraaon  period,  we  do 
have  such  paaerus,  we  will  refer  them  for  eligibility  review. 

My  diaiysis  faality  is  not  interested  in  pamapanng  in  this  demonstraaon.  for  the 
following  reasons.  (Please  provide  complete  reasons  for  lack  of  interest;  this  will  be 
most  helpful  in  HCFA 's  reports  regarding  response  to  this  demonstraaorL): 


DIALYSIS  FAdUTY  NAME:. 
ADDRESS:  


MEDICARE  PROVIDER  NUMBER: 


DIALYSIS  FAdLriY  ADMINISTRATOR'S  SIGNATURE 


DATE 


Appendix  D  --  Application  Packet 


APPUCATION  PACKET 


Contents : 

Three-page  Physician  Certification  Statement 

One-page  Patient  Information  and  Consent 
Statement 

One-page  Facility  Certification  Statement 


Please  photocopy  and  complete  the  entire  set  of  application  fonns  for 
each  patient  applying  to  enter  the  Demonstration. 

Return  all  completed  and  signed  application  materials  to 
your  local  ESRD  Network 


If  you  have  questions,  please  call  the  project  manager: 
Andrea  Hassol,  Abt  Associates  Inc.  (617)492-7100 
between  the  hours  of  9:00  and  5:00  Eastern  Standard  Time. 


PHYSICIAN  CERTIFICATION  STATEMENT      Page  1  of  3 
(Please  complete /or  each  patient  applying  to  the  Demonstration) 

The  Health  Care  Financing  Administration  (HCFA)  is  implementing  and  evaluating  a 
Congressionally-mandated  demonstration  of  staff-assisted  home  dialysis  services.  The 
purpose  of  the  demonstration  is  to  determine  whether  the  services  of  home 
hemodialysis  aides  are  cost-effective  to  the  Medicare  program  and  beneficial  to  selected 
patients. 

To  receive  demonstration  home  aide  services,  ESRD  patients  must  meet  several 
eligibiJity  requirements.  For  purposes  of  expediting  the  process  of  determining 
eligibility,  HCFA  is  accepting  a  physician's  statement  as  certification  for  three  of  these 
eligibility  criteria. 

1  -     Patients  must  be  confined  to  a  bed  or  wheelchair  and  unable  to  transfer 

themselves  from  bed  to  chair.  To  cenify  that  your  patient  meets  this  eligibility 
criterion,  please  place  a  check-mark  next  to  the  following  statement: 

The  patient  identified  below  is  confined  to  a  bed  or  wlieelchair  and  is  unable  to 
independently  transfer  from  bed  to  chair. 


Patients  must  be  eligible  for  ambulance  transponation  to  receive  routine 
maintenance  dialysis  treatments,  in  terms  of  medical  necessity.  For  purposes  of 
the  demonstration,  it  is  not  necessary  that  the  patient  meet  the  destination 
requirement  for  Medicare-covered  arabu'ance  services  to  dialysis,  i.e.,  the 
destination  facility  need  not  be  hospital-based.  The  medical  circumstances  that 
necessitate  ambulance  transport  must  be  expected  to  continue  for  at  least  six 
months.  To  certify  that  your  patient  meets  this  eligibility  criterion,  please  place 
a  check-mark  next  to  the  following  statement: 

My  clinical  assessment  of  this  patient  supports  a  determination  that  it  is 
medically  necessary  for  the  patient  identifled  below  to  be  transported  via 
ambulance  for  in-facility  dialysis  sessions  and  that  this  need  for  ambulance 
transport  is  expected  to  continue  for  at  least  six  months.  


3  -      Patients  must  have  a  medical  condition  that  would  be  exacerbated  by  travel  to  a 
dialysis  facility  for  routine  maintenance  dialysis.  On  the  next  page,  HCFA  has 
provided  a  list  of  Qualifying  Medical  Conditions  that  would  meet  this  criterion. 
To  certify  that  your  patient  meets  this  eligibility  criterion,  please  check  off  ANY 
and  ALL  conditions  that  apply  to  your  patient.  (Please  note  that  only  patients 
whose  medical  condition  is  considered  stable  should  be  enrolled  in  the 
demonstration.)  K  your  patient  does  not  have  one  of  the  qualifying  medical 
conditions  listed,  but  another  condition  that  you  bebeve  would  be  exacerbated  by 
travel,  please  list  that  condition  on  page  3  and  indicate  how  it  would  be 
exacerbated  by  travel. 


PHYSICIAN  CERTIFICATION  STATEMENT      Page  2  of  3 


Qualifying  Medical  Conditions 

Serious  medical  conditions  exacerbated  by  travel  include  condiu'ons  that:  (a)  would  be 
exacerbated  by  travel  in  any  vehicle  except  an  ambulance;  (b)  make  ambulance  travel 
very  onerous,  harmful  or  potentially  dangerous;  (c)  put  patients  at  higher  risk  of  further 
debilitation  or  decline  in  general  physical  or  medical  condition  if  the  patient  is  regularly  • 
transponed;  (d)  may  not  be  serious  singly  but  in  combination  constitute  as  large  a 
general  threat  as  a  single  more  serious  condition. 

The  patient  identified  below  has  one  or  more  of  the  following  medical  conditions,  which 
would  likely  be  exacerbated  by  travel  to  routine  maintenance  dialysis. 

 Renal  Osteodystrophy  or  other  advanced,  degenerative  bone  disease,  with 

incapacitation,  severe  pain,  or  history  of  fractures 

 Vertebral  or  other  major  fracture  not  expected  to  be  completely  healed  within  six 

months 

 Bilateral  amputation,  quadriplegia,  paraplegia  or  other  significant  paralysis,  in 

combination  with  decubitus  ulcers,  difficulty  with  bowel  control,  blindness,  diabetes, 
cardiac  or  cardiovascular  disease 

 Pulmonary  diseases/disorders  requiring  oxygen  administration  (patients  with  severe 

pulmonary  disease  potentially  unstable  during  dialysis  should  not  be  enrolled) 

 Central  nervous  system  disorders  involving  symptoms  of  venigo  or  syncopal 

episodes  (patients  who  are  seizure-prone  should  not  be  enrolled) 

 Severe  arthritis  or  hip  problems,  with  incapacitation  or  severe  pain 

 Carcinoma  of  the  bone 

 Need  for  continuous  IV  therapy 

 Cardiac  disease  with  severe  dyspnea  or  cardiac  pain  on  mild  exenion  (patients  with 

severe  cardiac  disorders  that  may  be  unstable  during  dialysis  should  not  be  enrolled) 

 Advanced  age  or  fragility 

 Morbid  obesity  requiring  assistance;  malnourishment  or  rapid  weight  loss  in  recent 

past,  resulting  in  generalized  weakness,  debilitation  or  incapacitation  and  requiring 
assistance 

 Mental  or  emotional  disorder  such  as  fear  of  leaving  the  home,  schizophrenia, 

depression  or  Alzheimer's  disease 


PHYSICIAN  CERTIFICATION  STATEMENT  Page  3  of  3 

AlternaUvely,  this  patient  has  a  medical  condition  that,  although  not  appearing  on  the 
list  of  Qualifying  Medical  Conditions,  makes  travel  problematic  and  potentially 
hazardous.  This  patient's  relevant  medical  condition  is: 


This  condition  is  likely  to  be  exacerbated  by  travel  because: 


PATIENT  NAME  

(Last)  (First)  (Middle  Initial) 

PATIENT  MEDICARE  ID  NUMBER  

DATE  OF  ONSET  OF  ESRD^  

PHYSICIAN  NAME  

(Last)  (First)         (Middle  Initial) 

PHYSICUN  SIGNATURE  


DATE 


PATIENT  INFORMATION  AND  CONSENT  STATEMENT 


I  understand  that,  at  present,  home  hemodialysis  aide  services  are  not  paid  for  by 
Medicare.  I  agree  to  participate  in  the  Staff-Assisted  Home  Dialysis  demonstration  in 
which  I  may  receive  a  home  hemodialysis  aide  paid  for  by  Medicare.  My  participation 
is  completely  voluntary.  I  have  discussed  this  demonstration  with  the  staff  of  my 
dialysis  facility  and  I  understand  the  panicipation  requirements. 

/  UNDERSTAND  THAT  ITIS  POSSIBLE  THAT  NOT  EVERYONE  ELIGIBLE  FOR 
DEMONSTRA  TION  HOME  HEMODIALYSIS  AIDE  SERVICES  WILL  ACTUALLY  • 
RECEIVE  THESE  SERVICES.  K  I  am  approved  as  eligible,  a  randomization  process 
may  place  me  in  either  an  experimental  group  or  in  a  control  group.  If  selected  for 
the  experimental  group,  I  will  receive  Medicare-covered  home  hemodialysis  aide 
services.  However,  if  selected  for  the  control  group,  I  will  not  receive  the  special 
Medicare-covered  home  hemodialysis  aide  services  as  provided  under  this 
demonstration. 

i  understand  that  I  will  participate  in  two  interviews  within  a  one-year  period.  I  will  be 
interviewed  regardless  of  whether  I  am  in  the  experimental  or  control  group.  The 
information  that  I  provide  in  these  interviews  will  be  combined  with  factual  information 
available  in  my  medical  care  records.  I  understand  that  all  information  will  be  kept 
confidential  and  is  covered  by  the  U.S.  Privacy  Act  of  1974. 

I  understand  that  to  be  eligible  for  home  hemodialysis  aide  services,  there  must  be  no 
family  member  or  friend  who  is  available  to  assist  me  with  home  hemodialysis. 

/  have  no  family  member  or  friend  who  is  currently  available  to  assist  me  with  home 
hemodialysis. 

PATIENT  NAME  

(Please  print)  (Last)  (First)  (Middle  Initial) 

PATIENT  MEDICARE  ID  NUMBER  


PATIENT  PHONE  NUMBER 


PATIENT  DATE  OF  BIRTH 


PATIENT  SOCIAL  SECURITY  NUMBER 


PATIENT  HOME  ADDRESS 


PATIENT  SIGNATURE 


DATE 


FACILITY  CERTIFICATION  STATEMENT 
(Please  complete /or  tack  natient  applying  to  the  Demonstration) 

In  order  to  be  eligible  for  the  demonstration,  patients  must  not  be  residing  in  a  skilled 
nursmg  facihty.  In  addition,  it  must  be  possible  to  install  appropriate  hemodialysis  and 
water  treatment  equipment  in  the  patient's  home. 

To  my  knowledge,  the  patient  identified  below  is  not  residing  in  a  skilled  musing  facUity. 

To  my  knowUdge,  this  patient's  home  is  suitable  for  hemodialysis  and  waUr  treatment 
equipment. 


I  have  discussed  the  demonstration  with  this  patient.  I  believe  that  sihe  understands  the 
demonstration,  including  the  chance  that  s/he  wiU  be  randomized  into  a  control  group  and 
not  receive  a  Medicare-paid  home  aide. 


PATIENT  NAME 


(Last)  (First)  (Middle  Initial) 

PATIENT  MEDICARE  ID  NUMBER 


DIALYSIS  FACILITY  NAME 


DLU.YSIS  FACILITY  ADDRESS 


MEDICARE  FACILITY  PROVIDER  NUMBER 


DLVLYSIS  FACILITY  ADMINISTRATOR'S  SIGNATURE  DAli" 


Appendix  E  --  Patient  Status 


Enrollment  Status 


Net  Unit 

;  A 

A 
B 
B 
C 
D 
D 
D 
D 
D 
0 
D 
D 
D 
D 
D 
D 
D 
E 
F 
F 
F 
F 
F 
F 
F 
F 
F 
F 
G 
G 
G 
G 
H 
I 

J 
K 
K 
K 
K 
K 
K 
K 
K 
K 
K 


as  of  1/1/95 
W/D     Died  Alive 


Rec'd       Treatment  Grp 

Aide    Exp.  Control 


Study 
Start  Date 


+ 
+ 


+ 


+ 
+ 


+ 

+ 
+ 

+ 
+ 
+ 
+ 
+ 
+ 

+ 
+ 
+ 
+ 
+ 
+ 
+ 

+ 

+ 


Y 
Y 

Y 

Y 

Y 

Y 

Y 


Y 


Y 
Y 
Y 


E 

E 

E 
E 

E 

E 


E 

E 


E 
E 
E 


E 
E 


E 
E 
E 
E 


C 

c 

c 

c 

c 
c 

c 
c 


c 

c 


c 
c 

c 

c 

c 
c 
c 


c 

c 


22  Dec,  93 
5  Jan,  94 
14  May,  92 
21  Jul.  93 

8  Nov,  93 

9  Apr,  92 
9  Apr,  92 
9  Apr,  92 

14  May,  92 
8  Jun,  92 
24  Jul.  92 
29  Dec,  92 
11  Jan,  93 
19  Jan.  93 
16  Mar,  93 
31  Mar,  93 
21  Jul,  93 

6  Oct.  93 
23  Feb,  94 
9  Apr,  92 
5  May,  93 

25  Oct.  93 

26  Jan,  94 
26  Jan, 94 
15  Mar,  94 
17  Mar.  94 

7  Apr,  94 

7  Apr,  94 
25  Apr,  94 
9  Apr,  92 

14  May.  92 
5  Jan.  93 
23  Jan.  93 
9  Apr,  92 
9  Apr,  92 
9  Apr,  92 

8  Jun.  93 
8  Jun,  93 
8  Jun.  93 
8  Jun.  93 
8  Jun.  93 
8  Jun.  93 
8  Jun.  93 
8  Jun.  93 
8  Jun,  93 
8  Jun,  93 


as  of  1/1/95 

Rec'd 

Treatment  Grp 

study  ] 

Pat  #  Net  Unit 

W/D 

Died  Alive 

Aide 

Control    Start  Date  1 

47  5 

L 

- 

P 

Apr,  93 

48  5 

M 

- 

14  Apr,  92 

49  5 

M 

-  , 

c 

'5n  Max  no 

50  7 

N 

+ 

- 

c 

9  Apr,  92 

51  7 

0 

+ 

- 

c 

14  Apr,  92 

52  7 

p 

- 

c 
c 

14  Apr,  92 

53  8 

Q 

Y 

C 

14  Apr,  92 

54  8 

Q 

Y 

C 

14  Apr,  92 

55  8 

Q 

c 

14  Apr,  92 

56  8 

Q 

--' 

c 

14  Apr,  92 

57  10 

c 

30  Nov,  92 

58  10 

c 

c 

14  Apr,  92 

59  10 

Y 

E 

14  Apr,  92 

60  10 

s 

c 

14  Apr,  92 

61     1 1 

J 

C 

29  Apr,  94 

62  12 

u 

- 

C 

20  Apr,  94 

63  12 

V 

Y 

t 

4  May,  92 

64  12 

V 

- 

c 

4  May,  92 

65  12 

Q 

- 

c 

11  Aug,  93 

66  13 

X 

•I- 

- 

c 
t 

9  Apr,  92 

67  13 

X 

+ 

- 

c 

9  Apr,  92 

68  13 

X 

- 

c 

9  Apr,  92 

Y 

- 

p 

9  Apr,  92 

70  13 

Y 

- 

c 

9  Apr,  92 

71  13 

Y 

- 

c 

9  Apr,  92 

77  n 

Y 
T 

C 

9  Apr,  92 

7 

- 

c 

20  Aug,  92 

M 

Y 

E 

27  Jul.  92 

75      1 S 

D 

E 

21  May,  92 

76     1 5 

- 

c 

13  Sep,  93 

77  15 

D' 

c 

14  Oct,  93 

78     1  "5 

F' 

- 

p 
c 

2  Jun,  92 

79  15 

- 

c 

2  Jun.  92 

fln  15 

c 

r- 
C 

2  Jun.  92 

S1       1  c 

01  13 

c 
c 

c 

2  Oct,  92 

fl?  15 

P' 

E 

4  May.  93 

r 

_ 

c 

4  May,  93 

Ifi 

- 

c 

14  May,  92 

03       1 D 

■ 

b 

14  May,  92 

86  16 

H' 

Q  Inn 

87  16 

I' 

Y 

p 

9  Apr,  92 

88  18 

J' 

- 

c 

12  Oct.  93 

89  18 

K' 

c 

9  Apr,  92 

90  18 

L' 

+ 

E 

4  Feb.  94 

91  18 

L' 

Y 

E 

Apr,  92 

